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INTRODUCTION

Ten years ago, Natural Resources Defense Council (NRDC) filed
an administrative petition with the Environmental Protection Agency
(EPA) to discontinue the use of a dangerous pesticide in household pet
products, like flea collars and shampoos. NRDC demonstrated in its
petition that these pet products threaten the neurodevelopment of
young children, who are exposed to the toxic pesticide when they pet,
play with, and even sleep with treated pets.

For more than two years, EPA’s staff scientists have conceded
these serious health risks. In a final risk assessment issued in
December 2016, EPA acknowledged that epidemiology studies have
consistently found neurodevelopmental effects associated with this class
of pesticides, and that children’s exposure from these pet products
exceed the agency’s level of concern. EPA recognized that “there is a
need to protect children from exposures that may cause these effects.”

Despite acknowledging this need, however, and despite having
previously represented to this Court that it would act on NRDC'’s
administrative petition within 90 days of issuing that final risk

assessment, EPA—under the current administration—has done
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nothing. Instead, the agency has opted to leave this dangerous pesticide
on store shelves and in children’s homes, where it continues to threaten
their developing brains.

EPA’s years-long delay is unreasonable and—given the
acknowledged threat to children’s health—unacceptable. It is also,
unfortunately, of a piece with EPA’s treatment of similar dangerous
pesticides that have required this Court’s repeated intervention. See,
e.g., In re Pesticide Action Network N. Am., 798 F.3d 809, 811 (9th Cir.
2015) (granting mandamus and ordering EPA to “issue a full and final
response” to NRDC’s administrative petition to ban a related pesticide);
League of United Latin Am. Citizens v. Wheeler, 922 F.3d 443, 443 (9th
Cir. 2019) (en banc) (mem.) (granting mandamus, again, and ordering
EPA to issue a “full and final decision” that resolves administrative
proceedings regarding that same petition).

This Court should not allow EPA to indefinitely drag out
administrative proceedings that affect the health of millions of young
children. The Court should order EPA to resolve NRDC’s petition
forthwith-—as EPA itself told this Court it would do more than two

years ago.
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JURISDICTION

NRDC filed its administrative petition with EPA pursuant to the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), 7 U.S.C.
§§ 136 et seq., and the Administrative Procedure Act (APA), 5 U.S.C.

§§ 500 et seq. This Court would have jurisdiction to review EPA’s final
decision resolving NRDC’s petition, see 7 U.S.C. § 136n(b); United Farm
Workers of Am. v. EPA, 592 F.3d 1080, 1082-83 (9th Cir. 2010), and
venue would be proper here, see Decl. of Gina Trujillo 9 3 (APP003).
This Court therefore also has jurisdiction to issue a writ of mandamus
compelling EPA’s unreasonably delayed decision. See 28 U.S.C.

§ 1651(a); In re A Community Voice, 878 F.3d 779, 783 (9th Cir. 2017).

NRDC has standing to bring this action. EPA’s failure to resolve
NRDC’s administrative petition allows manufacturers to continue
selling household pet products that contain a dangerous pesticide. This
injures NRDC members whose young children risk being exposed to the
pesticide that threatens their health. See Decl. of Kelley Kruze 99 6-8,
12 (APP007-009); NRDC v. EPA, 735 F.3d 873, 878-79 (9th Cir. 2013). It
also injures NRDC members who risk exposure to the pesticide at work.

See Decl. of Diana Owens 9 4-15 (APP012-014); NRDC v. FDA, 710

ED_002962_00005105-00011
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F.3d 71, 81-85 (2d Cir. 2013). A favorable decision ordering EPA to
resolve NRDC’s petition could reduce—and potentially eliminate—these
risks by prompting the agency to discontinue the pesticide’s use.
Protecting the public from harmful pesticides is also germane to
NRDC’s organizational mission, Trujillo Decl. 9 5-6 (APP003), and the
requested relief does not require members’ individual participation.
Hunt v. Wash. State Apple Advert. Comm’n, 432 U.S. 333, 343 (1977).

STATUTORY FRAMEWORK

FIFRA governs the sale, use, and distribution of pesticides in the
United States. See NRDC v. EPA, 857 F.3d 1030, 1033 (9th Cir. 2017).
The statute prohibits the sale or distribution of a pesticide unless it is
“registered” by EPA. 7 U.S.C. § 136a(a); Pollinator Stewardship Council
v. EPA, 806 F.3d 520, 522 (9th Cir. 2015). EPA may not register a
pesticide if it determines the pesticide would cause “unreasonable
adverse effects” on human health or the environment. 7 U.S.C.

§§ 136(bb), 136a(c)(5)(C); Nw. Coal. for Alternatives to Pesticides v. EPA,
544 F.3d 1043, 1045 (9th Cir. 2008). EPA must periodically review a
pesticide’s registration to evaluate whether new information warrants

restricting the pesticide’s use or canceling its registration. 7 U.S.C.

ED_002962_00005105-00012
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§ 136a(g); Ctr. for Biological Diversity v. EPA, 847 F.3d 1075, 1086 n.11
(9th Cir. 2017).

Any interested person can petition EPA to cancel a registered
pesticide under FIFRA. Wash. Toxics Coalition v. EPA, 413 F.3d 1024,
1031 (9th Cir. 2005); see also Merrell v. Thomas, 608 F. Supp. 644, 647
(D. Or. 1985), affd, 807 F.2d 776 (9th Cir. 1986). The APA requires that
the agency resolve a petition presented to it “within a reasonable time.”
5 U.S.C. § 555(b); Pesticide Action Network, 798 F.3d at 813. If EPA
determines that a registered pesticide causes unreasonable risks, it may
initiate proceedings to cancel the registration. 7 U.S.C. § 136d(b).

FACTUAL BACKGROUND

NRDC petitions EPA to ban the use of a dangerous pesticide in
household pet products

The pesticide at issue in this case, tetrachlorvinphos (TCVDP),
belongs to a class of pesticides called organophosphates, which were
developed from nerve warfare agents and cause overstimulation of the
nervous system. See NRDC v. EPA, 658 F.3d 200, 205 (2d Cir. 2011).
Organophosphate exposure is particularly troubling for young children,
whose neurological systems are still developing. It has been found to

result in reduced cognitive capacity (i.e., lower 1Q), delays in motor

5
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development, and behavioral problems, including attention
deficit/hyperactivity disorder. See Decl. of Miriam Rotkin-Ellman 99 7-8
(APP019-020) (discussing scientific studies).

EPA nonetheless has allowed TCVP to be used in the home—in
the form of flea and tick shampoos, powders, and collars for dogs and
cats—where children are exposed to it when they pet or play with
treated pets. See EPA, Reregistration Eligibility Decision for
Tetrachlorvinphos (TCVP), at 36 (July 31, 2006), avatlable at
https://archive.epa.gov/pesticides/reregistration/web/pdf/tcvp_red.pdf.

In 2008, a published, peer-reviewed study confirmed that TCVP
was making its way into children’s bodies: the study documented
measurable levels of the pesticide in the urine of children who had been
exposed to pets wearing TCVP flea collars. See M. Keith Davis et al.,
Assessing Intermittent Pesticide Exposure from Flea Control Collars
Containing the Organophosphorus Insecticide Tetrachlorvinphos, 18 J.
Exposure Sci. & Envtl. Epidemiology 564, 568-69 (2008). The study also
documented that routine interactions with treated pets exposed people
to the pesticide by transferring significant amounts of TCVP residue

from the treated animal to the person’s hands and clothes. Id. The
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study estimated that there are potentially “millions of children who
could be in direct contact” with TCVP via their pets. Id. at 564.

In April 2009, NRDC filed an administrative petition with EPA to
cancel the registration of TCVP pet products. See NRDC, Petition to
Cancel All Pet Uses for the Pesticide Tetrachlorvinphos (Apr. 23, 2009)
(APP029-034). The petition highlighted the pesticide’s significant health
risks, as identified in recent studies. For example, the petition noted
that TCVP residue levels measured in the peer-reviewed 2008 study
indicated that children’s routine activities with treated pets put them at
risk of unsafe exposure. Id. at 6 (APP034).

The petition observed that EPA had “improperly permitted the
continued use of [TCVP] in pet collars, which has left toddlers . . .
exposed to dangerous levels of a toxic pesticide.” Id. NRDC implored
EPA to “exercise its statutory obligation to protect children by canceling
all pet uses of [TCVP].” Id.

EPA tells this Court it will issue a final decision on NRD(C’s
petition within 90 days of finalizing a risk assessment

Five years after filing its administrative petition, NRDC had
heard nothing in response. So NRDC sought a writ of mandamus in the
D.C. Circuit directing EPA to respond to the petition. See Am. Pet. for

7
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Writ of Mandamus, In re NRDC, No. 14-1017, ECF No. 1487402 (D.C.
Cir. Apr. 8, 2014) (APP036-059). Only then did EPA act, denying
NRDC’s petition in November 2014. See EPA, Response to NRDC’s
April 23, 2009 Petition Requesting Cancellation of All Pet Uses of TCVP
(Nov. 6, 2014) (APP061-072).

NRDC promptly sued again, challenging EPA’s denial in this
Court as unlawful. See Pet. for Review, NRDC v. EPA, No. 15-70025,
ECF No. 1-2 (9th Cir. Jan. 5, 2015) (APP074-075).! However, once
briefing was underway, EPA announced that it wanted to reassess the
risks posed by the pesticide instead of defending its denial of NRDC'’s
petition, and so moved for a voluntary remand. See EPA Mot. for
Voluntary Remand, ECF No. 22-1 (Sept. 25, 2015) (APP077-086).

Concerned about EPA’s history of delay in these and similar
proceedings, see, e.g., Pesticide Action Network, 798 F.3d at 812-15;
Rotkin-Ellman Decl. 49 21-22 (APP025), NRDC opposed the motion for
an open-ended remand. NRDC instead asked this Court to ensure
timely resolution of the remanded proceedings—by, for example,

retaining jurisdiction or imposing a deadline on the agency. See NRDC

L All ECF citations hereinafter are to the docket in this earlier case.

8
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Resp. to Renewed Mot. for Voluntary Remand at 16-18, ECF No. 27
(Feb. 25, 2016) (APP143-145). EPA opposed those requests and assured
the Court that it was “committed to completing remand proceedings in
a reasonable time frame.” EPA Reply ISO Renewed Mot. at 11, ECF No.
28 (Mar. 10, 2016) (APP160).

Specifically, EPA asserted that it “intends to issue a revised
response to NRDC’s petition within 90 days after finalizing the [TCVP]
risk assessment.”? EPA Renewed Mot. for Voluntary Remand at 10,
ECF No. 26 (Feb. 11, 2016) (APP124). The agency repeated this
assertion several times. See, e.g., id. at 5 (APP119); EPA Reply ISO
Renewed Mot. at 12-13 (APP161-162); Decl. of Richard P. Keigwin, Jr.
919, ECF No. 22-2 (Sept. 25, 2015) (APP091). EPA also argued that a
deadline on the remanded proceedings was unnecessary because
“[m]andamus is the appropriate remedy for any unreasonable delay.”
EPA Renewed Mot. for Voluntary Remand at 9 n.8 (APP123); see also

EPA Reply ISO Renewed Mot. at 15 (APP164).

2 A risk assessment is the method by which EPA determines whether a
pesticide poses unreasonable risks to human health or the environment.
Cf. NRDC, 658 F.3d at 207-09 (discussing EPA’s risk assessment
methodology in the context of another organophosphate pesticide).

9

ED_002962_00005105-00017



L0 O 5010
Case: 19-71324, 05/29/2019, 1D 11311338, Dkikntry: 1-2, Page 17 of 41

In June 2016, the Court remanded the case to the agency without
imposing a deadline. See Order, ECF No. 30 (June 9, 2016) (APP168).

EPA finalizes a risk assessment that acknowledges serious
health risks to young children

On December 21, 2016, EPA issued a final risk assessment for
TCVP that corroborated NRDC’s longstanding concerns and found
health risks for young children that exceed acceptable levels. EPA,
TCVP Revised Human Health Risk Assessment, at 9-10, 57-59 (Dec. 21,
2016) (APP178-179, 226-228). Among other things, the risk assessment
recognized that epidemiology studies have “consistently identified”
neurodevelopmental effects associated with organophosphate exposure,
including “delays in mental development in infants (24-36 months),
attention problems and autism spectrum disorder in early childhood,
and intelligence decrements in school age children.” Id. at 30 (APP199).
EPA acknowledged that “there is a need to protect children from
exposures that may cause these effects,” id., and that—based on the
2008 peer-reviewed study mentioned above, see supra at 6-7— more
stringent regulatory restrictions are necessary to protect public health,”
EPA, EPA’s Reliance on Data from Human Research on TCVP
Exposure from Pet Collars, at 1 (Dec. 21, 2016) (APP367).

10
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One week later, EPA counsel reaffirmed to NRDC that “[i]t is
EPA’s current intention and belief that the Agency will issue a final
revised response to NRDC’s 2009 petition to cancel all pet uses of TCVP
within 90 days.” Email from Benjamin Wakefield, EPA Office of
General Counsel, to Ian Fein (Dec. 28, 2016, 3:39 pm) (APP382).

In January 2017, EPA issued a press release announcing that the
TCVP risk assessment “identified potential risks to people, including
children,” that “exceed the Agency’s level of concern.” Press Release,
EPA, EPA Finalizes Human Health Risk Assessment for Pesticide Used
on Pets (Jan. 4, 2017), https:/www.epa.gov/pesticides/epa-finalizes-
human-health-risk-assessment-pesticide-used-pets (APP379). The press
release “advise[d] consumers to take certain precautions when handling
TCVP products,” and asserted that the agency “will issue” a proposed
decision on TCVP’s registration in 2017. Id.

EPA fails to issue a final decision on NRDC’s petition

In March 2017, ninety days after EPA finalized its TCVP risk
assessment, the agency did not issue a final revised response to NRDC’s
cancellation petition, as it had repeatedly represented that it would.

Instead, EPA sent NRDC a perfunctory one-page letter, which stated, in

11
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relevant part, that “EPA intends to address any risk-mitigation issues
for the pet-care uses of TCVP when it addresses risk-mitigation issues
for all TCVP products in the course of registration review for the
chemical.” Letter from Yu-Ting Guilaran, EPA Dir. of Pesticide Re-
evaluation Div., to Mae Wu, NRDC (Mar. 21, 2017) (APP386).

At the time, EPA’s publicly available registration review schedule
reported that the agency intended to issue a proposed interim decision
on TCVP’s registration between July and September 2017. See EPA,
Registration Review Schedules, 2017 Registration Review Schedule for
Conventional Cases (as of 02/09/2017) (APP388, 393). EPA staff told the
manufacturer of TCVP pet products that “EPA’s timeline is spurred by
its obligation to respond to NRDC’s petition [to cancel] the pet uses.”
EPA, Notes and Action Items for 7/11/17 Teleconference with Hartz
(APP395). The agency explained that “TCVP has had multiple risk
assessments” as well as “multiple public comment periods,” and that
the agency “needed to respond to NRDC’s petition.” EPA, Notes and
Action Items for 8/7/17 Teleconference with Hartz (APP398).

In September 2017, however, EPA did not issue a proposed

decision on TCVP, as it previously said it would. Instead, EPA released

12
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a new registration review schedule, which—unlike the prior version—
omitted any reference to TCVP. See EPA, Registration Review
Schedules, 2018 Registration Review Schedule for Conventional Cases
(as of 09/18/2017) (APP400-403). Subsequent schedules have likewise
included no reference to TCVP—indicating that EPA no longer plans to
issue a proposed decision on its registration any time soon. See, e.g.,
EPA, Registration Review Schedules, 2019-2020 Registration Review
Schedule for Conventional Cases (as of 03/26/2019) (APP411-415).

In the meantime, TCVP continues to be sold in household pet
products, where it threatens the neurodevelopment of young children

who are exposed to the pesticide through residues on treated pets.

ARGUMENT

EPA’s failure to resolve NRDC'’s petition to cancel the registration
of TCVP pet products is unreasonable. NRDC filed its petition a decade
ago, and more than two years have passed since EPA scientists
conceded that the products threaten children’s neurodevelopment. Yet
EPA has taken no further public action to address the issue, despite
having previously represented publicly—and to this Court—that it

would act on the pesticide’s registration in 2017. Meanwhile, young

13
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children continue to be exposed to the toxic pesticide when they pet and
play with treated pets.

More than once in recent years, this Court has concluded that
EPA unreasonably delayed resolving administrative petitions which
sought to protect the public health. See Community Voice, 878 F.3d at
786-87 (granting mandamus and ordering EPA to finalize a rulemaking
regarding lead paint standards); Pesticide Action Network, 798 F.3d at
814 (granting mandamus and ordering EPA to issue a full and final
response to NRDC’s petition to ban the use of a dangerous pesticide);
League of United Latin American Citizens, 922 F.3d at 443 (granting
mandamus, again, and ordering EPA to resolve administrative
proceedings regarding that same petition and pesticide).

Two questions are at issue in such cases: (1) whether the agency
has a duty to act and, if so, (2) whether its delay in taking that action is
unreasonable. Community Voice, 878 F.3d at 784. Here, as in the other
recent cases, EPA has a duty to resolve NRDC’s petition within a
reasonable time, 5 U.S.C. § 555(b), and this case is similar in its length
of delay, absence of a concrete timeline, and harm to children’s health,

Community Voice, 878 F.3d at 786. EPA has also repeatedly broken its
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commitments to the Court, to NRDC, and to the public that it would
timely resolve NRDC’s petition and take action on TCVP. See Pesticide
Action Network, 798 F.3d at 814. Thus, like in the other recent cases,
the Court should order EPA to resolve NRDC'’s petition forthwith.

I. EPA has a legal duty to resolve NRDC’s petition and decide
whether to ban TCVP pet products

“EPA has a clear duty to act under the APA.” Community Voice,
878 F.3d at 784. The APA requires that agencies “shall” “conclude a
matter presented to it” “within a reasonable time.” 5 U.S.C. § 555(b).
This “general but nondiscretionary duty,” Mashpee Wampanoag Tribal
Council, Inc. v. Norton, 336 F.3d 1094, 1099 (D.C. Cir. 2003), extends to
administrative petitions that are “requests for discretionary action,” In
re Am. Rivers & Idaho Rivers United, 372 F.3d 413, 418 (D.C. Cir.
2004). That is, an agency is “obligated under the APA” to resolve
petitions presented to it, even if the agency may have some discretion
regarding the final action it ultimately takes. Id. at 419. “An agency
‘cannot simply refuse to exercise [its] discretion’ to conclude a matter.”
Community Voice, 878 F.3d at 785 (alteration in original) (quoting

Indep. Min. Co. v. Babbitt, 105 F.3d 502, 507 n.6 (9th Cir. 1997)). Thus,
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NRDC is entitled to a “final ruling” on its petition—i.e., a “formal action
to grant or deny it.” Pesticide Action Network, 798 F.3d at 813.3

Nor does EPA’s short, noncommittal letter in March 2017 satisfy
its duty to “conclude [the] matter presented to it.” 5 U.S.C. § 555(b)
(emphasis added); see Letter from Yu-Ting Guilaran (APP386). “To
‘conclude [the] matter,” EPA must enter a final decision subject to
judicial review.” Community Voice, 878 F.3d at 785 (alteration in
original); see also Pub. Citizen Health Research Grp. v. Comm’r, FDA,
740 F.2d 21, 32 (D.C. Cir. 1984) (the APA requires that agencies
“resolve the questions in issue within a reasonable time” (emphasis
added)). Yet EPA’s March 2017 letter provides neither a “full [nor] final
response to the administrative petition.” Pesticide Action Network, 798
F.3d at 815 (emphases added). Instead, the letter merely kicks the can

down the road, with no concrete timetable or commitment for further

3 Indeed, EPA effectively conceded that it has a duty to resolve NRDC’s
administrative petition when it acknowledged to this Court that
mandamus would be an “appropriate remedy” for any unreasonable
delay following the earlier remand. EPA Renewed Mot. for Voluntary
Remand at 9 n.8 (APP123); see also EPA Reply ISO Renewed Mot. at 15
(APP164) (“mandamus, not a schedule on remand, is the appropriate
relief if there were such a delay”).

16
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action. Indeed, EPA acknowledged—after the March 2017 letter—that
it still had an “obligation to respond to NRDC’s petition.” EPA Notes
and Action Items 7/11/17 (APP395); see also EPA Notes from
Teleconference 8/7/17 (APP398) (acknowledging that EPA “needed to
respond to NRDC’s petition”). Thus, as EPA itself has conceded, the
agency still must “fully respond” to NRDC’s administrative petition and
“reach some final decision.” Community Voice, 878 F.3d at 785-86.
Above and beyond EPA’s “clear duty to act under the APA,” this
Court also found in Community Voice that EPA had a separate,
“ongoing duty” to revisit its prior determinations under a “statutory
framework” where Congress had directed the agency to protect children
from lead poisoning and authorized it to amend its lead paint standards
based on new information. 878 F.3d at 784. Here, like in that case,
Congress has authorized EPA to cancel the registration of a pesticide
that causes unreasonable risk to human health. 7 U.S.C. § 136d(b).
Moreover, like in Community Voice, “EPA does not dispute that
now available information shows” that further action is warranted to
protect children. 878 F.3d at 784. To the contrary, EPA now concedes

that TCVP pet products pose health risks that exceed the agency’s level
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of concern, “creating an ‘obvious need, apparent to [the EPA],” to
protect children’s health. Id. at 785 (alteration in original) (quoting Pub.
Citizen Health Research Grp. v. Auchter, 702 F.2d 1150, 1154 (D.C. Cir.
1983)); see Risk Assessment at 30 (APP199) (acknowledging “there is a
need to protect children” from exposure to TCVP); EPA’s Reliance on
Data from Human Research on TCVP at 1 (APP367) (acknowledging,
based on TCVP study, that “more stringent regulatory restrictions are
necessary to protect public health”). “Under these circumstances, EPA
is under a clear duty to act.” Community Voice, 878 F.3d at 785.

In short, EPA has a “clear duty” to take final action on NRDC’s
2009 petition. Id. at 784. A writ of mandamus is therefore appropriate if
EPA’s delay in taking such action has been unreasonable. Id. at 786. As
explained below, EPA’s failure to resolve NRDC'’s decade-old petition—
despite its prior representations to this Court, and the acknowledged
health risks to children—is demonstrably unreasonable.

II. EPA’s delay in resolving NRDC’s petition is unreasonable

This Court considers six factors—first articulated in
Telecommunications Research & Action Center v. FCC, 750 F.2d 70

(D.C. Cir. 1984) (“TRAC”), and commonly referred to as the “TRAC
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factors”—in determining whether an agency’s delay is unreasonable.
They are (1) whether the time the agency takes to make a decision
complies with a “rule of reason”; (2) whether Congress has provided a
timetable for the agency’s action; (3) whether human health is at stake;
(4) the effect of expediting agency action on competing priorities; (5) the
nature and extent of the interests prejudiced by the delay; and (6) any
impropriety by the agency. Community Voice, 878 F.3d at 786.

In both Community Voice, 878 F.3d at 786-87, and Pesticide Action
Network, 798 F.3d at 814, this Court concluded that it was
unreasonable for EPA to take more than eight years to resolve
administrative petitions that sought to protect public health, where the
agency itself acknowledged the health dangers and yet still did not
provide a “concrete timetable” for final action. “This case is similar in
the length of delay, absence of a reasonable timetable, and harm to
health.” Community Voice, 878 F.3d at 786.

A. EPA’slengthy delay, and the absence of any timetable
to resolve the petition, violates the rule of reason

The first, and “most important,” TRAC factor weighs sharply in

favor of mandamus here, as EPA’s lengthy delay and the absence of any
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concrete timeline to resolve NRDC’s administrative petition defies any
“rule of reason.” Community Voice, 878 F.3d at 786.

NRDC filed its administrative petition to ban TCVP pet products
in April 2009, more than ten years ago. See NRDC, Petition to Cancel
All Pet Uses (APP029-034). EPA’s decade-long delay in resolving that
petition exceeds the eight years that were found to be unreasonable in
Communaity Voice, 878 F.3d at 786-87, and Pesticide Action Network,
798 F.3d at 814. To be sure, EPA did take a fleeting final action when it
previously denied NRDC'’s petition in November 2014, but the agency
quickly negated that action by moving for a voluntary remand to
reconsider the denial rather than defend it on the merits. See supra at
8. Allowing that ephemeral, earlier action to evade mandamus here
would invite agencies to use voluntary remands to insulate themselves
from judicial review. And it would defeat the “primary purpose of the
writ in circumstances like these,” which is “to ensure that an agency
does not thwart [the court’s] jurisdiction by withholding a reviewable
decision.” American Rivers, 372 F.3d at 419.

In any event, the “pace of [EPA’s] decisional process” here defies

the rule of reason no matter how one measures it. Comm?’r, 740 F.2d at
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34. “[A] reasonable time for agency action is typically counted in weeks
or months, not years.” American Rivers, 372 F.3d at 419. This Court—
sitting en banc—recently found EPA’s nearly two-year delay in
resolving objections to its initial decision denying NRDC’s petition
regarding another organophosphate pesticide to be unreasonable.
League of United Latin American Citizens, 922 F.3d at 443. The same is
true here, given the “history and chronology of this matter.” Id.

It has now been more than three and half years since EPA asked
this Court to remand its prior decision denying NRDC’s TCVP
administrative petition, see EPA Mot. for Voluntary Remand (APP0O77-
086), and nearly two and a half years since EPA finalized its risk
assessment acknowledging risks of concern to young children, see Risk
Assessment 9-10 (APP178-179). Yet EPA has taken no further action to
resolve those risks or provide a full and final response to NRDC’s
petition. And EPA’s own publicly available schedule now reveals that it
no longer plans to issue even a proposed decision on TCVP’s registration
any time soon, despite having previously announced to the public that it
would do so in 2017. See supra at 11-13. Indeed, EPA has inexplicably

removed TCVP from its registration review schedule altogether. Id.
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EPA’s continued, lengthy inaction violates its representations to
this Court that it was “committed to completing remand proceedings in
a reasonable time frame.” EPA Reply ISO Renewed Mot. at 11
(APP160). EPA urged this Court not to impose a schedule on the
remand by asserting—repeatedly—that it intended to issue a revised
response to NRDC’s petition within 90 days of finalizing the TCVP risk
assessment. See supra at 9. But, on remand, EPA “failed to issue a final
response to the administrative petition,” as it had repeatedly told this
Court that it would. Pesticide Action Network, 798 F.3d at 812. And
instead of offering a “‘concrete timeline’ for resolving the petition,” EPA
has provided only “a roadmap for further delay.” Id. at 814.

Here, as with its decade-long deliberation regarding a related
organophosphate pesticide, “EPA has stretched the ‘rule of reason’
beyond its limits.” Id. at 814. “Issuing a writ of mandamus is necessary
to end this cycle of incomplete responses, missed deadlines, and
unreasonable delay.” Id. at 813; see also League of United Latin

American Citizens, 922 F.3d at 443.
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B. EPA acknowledges that its delay threatens children’s
health

EPA’s lengthy delay in resolving NRDC’s administrative petition
1s particularly unreasonable because the agency has confirmed that
TCVP pet products endanger children’s neurodevelopment. “When the
public health may be at stake, the agency must move expeditiously to
consider and resolve the issues before it.” Comm’r, 740 F.2d at 34. The
third TRAC factor thus favors issuance of the writ because “EPA itself
has acknowledged” that its inaction poses “a clear threat to human
welfare.” Community Voice, 878 F.3d at 787.

TCVP belongs to the same class of organophosphate pesticides as
chlorpyrifos, the chemical at issue in Pesticide Action Network and
League of United Latin American Citizens. The agency’s 2016 risk
assessment for TCVP acknowledged that epidemiology studies have
“consistently identified” neurodevelopmental effects associated with
children’s exposure to this class of pesticides, including delays in mental
development, attention deficit disorders, and lower I1Qs. See supra at 5-
6. And just as EPA scientists in Pesticide Action Network had
“pbacktracked significantly” from any prior suggestions that chlorpyrifos
was safe, 798 F.3d at 814, here too EPA’s risk assessment for TCVP
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found potential health effects from pet products that exceed the
agency’s level of concern. See supra at 10. EPA expressly acknowledged
that “there is a need to protect children from exposures that may cause
these effects.” Id. (quoting Risk Assessment at 30 (APP199)).

EPA has offered “no acceptable justification” for refusing to
resolve that compelling need. Pesticide Action Network, 798 F.3d at 814.
In fact, “despite the documented risks” to children’s neurodevelopment,
EPA has provided “no reasoned explanation” at all “why it has
protracted” resolution of NRDC’s petition to ban TCVP pet products.
Auchter, 702 F.2d at 1158. “In view of EPA’s own assessment of the
dangers to human health posed by this pesticide,” the agency “should be
compelled to act quickly to resolve the administrative petition.”
Pesticide Action Network, 798 F.3d at 814.

C. No competing interests or priorities justify EPA’s
unreasonable delay

As in Pesticide Action Network, the first and third TRAC factors
are strong enough on their own here to establish the unreasonableness
of EPA’s lengthy delay in resolving NRDC’s administrative petition. 798
F.3d at 814. Also like in that case, the remaining factors are either

neutral or support the same conclusion.
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To begin with, it does not matter under the second TRAC factor
that FIFRA requires EPA to complete its registration review of all
previously-registered pesticides by 2022. 7 U.S.C. § 136a(g)(1)(A)(1i1)().
Irrespective of that schedule, EPA “is obligated under the APA to
respond to [NRDC’s 2009] petition” within a reasonable time. American
Rivers, 372 F.3d at 419; see 5 U.S.C. § 555(b). That is why this Court
ordered EPA to issue a full and final response to NRDC’s similar
administrative petition in Pestictde Action Network, notwithstanding
any separate FIFRA schedule. 798 F.3d at 814-15. And that is why EPA
told a TCVP pet product manufacturer that its plan to issue a proposed
decision in September 2017 was “spurred by its obligation to respond to
NRDC’s petition.” EPA Notes and Action Items 7/11/17 (APP395).

Moreover, the registration review provision states expressly that
“[n]othing in this subsection shall prohibit the Administrator from
undertaking any other review of a pesticide,” 7 U.S.C. § 136a(g)(1)(C),
which precludes EPA from invoking that process to forestall other
scientifically compelled regulatory action. See, e.g., id. §136d(b)
(providing for cancellation of registrations of pesticides that pose

unreasonable adverse effects). That is especially so here, where EPA
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told this Court three and a half years ago that TCVP was “currently
undergoing registration review,” Keigwin Decl. § 4 (APP089) (emphasis
added), and where EPA has—without explanation—since removed
TCVP from its registration review schedule altogether, see supra at 13.
Nor does the fourth TRAC factor cut against mandamus here,
where EPA has “in no way indicated that any practical impediments
have prevented a response or that any agency activities of a higher or
competing priority have required its attention.” American Rivers, 372
F.3d at 420 (quotation omitted). This Court in Pesticide Action Network
expressly “recognize[d] the scientific complexity inherent in evaluating
the safety of pesticides and the competing interests that the agency
must juggle.” 798 F.3d at 811. The Court nonetheless concluded that
mandamus was warranted where EPA had already “spent nearly a
decade reviewing [NRDC’s] data and arguments.” Id. at 813. So too
here. When the agency’s review has spanned many years and
progressed to the extent it has in this case, “scientific uncertainties and
technical complexities . . . can no longer justify delay.” Pub. Citizen

Health Research Grp. v. Chao, 314 F.3d 143, 156 (3d Cir. 2002).
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The fifth TRAC factor strongly “favors issuance of the writ”
because “children exposed to [TCVP] due to the failure of EPA to act are
severely prejudiced by EPA’s delay.” Community Voice, 878 F.3d at 787.
There are potentially millions of children who could be in direct contact
with TCVP via treated pets. See supra at 7. “Yet EPA offers no
acceptable justification for the considerable human health interests
prejudiced by [its] delay.” Pestictde Action Network, 798 F.3d at 814.

NRDC, too, has been prejudiced by EPA’s failure to resolve its
administrative petition. EPA previously told this Court that NRDC
would not be prejudiced by the earlier remand because the agency “will
issue a new response to NRDC’s petition for cancellation” after
finalizing the TCVP risk assessment. EPA Reply ISO Renewed Mot. at 8
(APP157). However, because of EPA’s subsequent “inaction,” NRDC is
now “stuck in administrative limbo; it enjoys neither a favorable ruling
on its petition nor the opportunity to challenge an unfavorable one.” In
re People’s Mojahedin Org. of Iran, 680 F.3d 832, 837 (D.C. Cir. 2012).
The Court should not permit EPA to evade judicial scrutiny of its

decisions by withholding final action following its voluntary remand.

[}
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Finally, under the sixth TRAC factor, this Court “need not find
any impropriety lurking behind agency lassitude in order to hold that
agency action is ‘unreasonably delayed.” Comm’r, 740 F.2d at 34. But
as in Pesticide Action Network, EPA now has a “significant history of
missing the deadlines” it has set for resolving NRDC’s petition and
reaching a final determination on TCVP’s registration. 798 F.3d at 814.

Thus, with or without any “allegation of impropriety underlying
EPA’s delay,” the agency’s failure to adhere to its previous timelines
helps demonstrate the need for relief from this Court. Id. Indeed, EPA’s
recalcitrance to resolve the issue has now “been the subject of
three non-frivolous lawsuits,” id. at 814-15, including an earlier
mandamus petition, supra at 7-8. The Court should put “an end to
[EPA’s] marathon round of administrative keep-away,” American
Rivers, 372 F.3d at 420, and grant mandamus to “let [the] agency know,
in no uncertain terms, that enough is enough,” Pub. Citizen Health
Research Grp. v. Brock, 823 F.2d 626, 627 (D.C. Cir. 1987).

III. The Court should grant a writ of mandamus and retain
jurisdiction to ensure that EPA timely resolves the petition

NRDC respectfully requests that the Court grant a writ of
mandamus and, like in Pesticide Action Network, “order EPA to issue a
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full and final response to [NRDC’s administrative] petition” by either
denying the petition or issuing a proposed decision to cancel all pet uses
of TCVP forthwith. 798 F.3d at 811.

This Court’s authority to “compel agency action . . . unreasonably
delayed,” 5 U.S.C. § 706(1), gives it “discretion in determining how soon
the agency must act,” Mashpee Wampanoag Tribal Council, 336 F.3d at
1102. Although the Court gave EPA a little under 90 days to publish a
proposed rule in Pesticide Action Network, a shorter deadline is
warranted here. EPA previously represented to this Court that it
needed only 90 days to issue a final response to NRDC’s petition after
finalizing its TCVP risk assessment—an event that occurred almost two
and a half years ago. Given how much time has already passed, a
shorter deadline of 60 (or fewer) days is therefore more appropriate at
this juncture. See, e.g., American Rivers, 372 F.3d at 420 (ordering
agency to “issue a judicially reviewable response to [an administrative]
petition within 45 days”); Auchter, 702 F.2d at 1159 (ordering agency to
“issue a notice of proposed rulemaking within 30 days”).

Moreover, if EPA issues a proposed decision to cancel TCVP’s

registration, NRDC respectfully requests that the Court order the
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agency to finalize that decision within a year. See Community Voice,
878 F.3d at 788; In re Pesticide Action Network N. Am., 808 F.3d 402,
402-03 (9th Cir. 2015) (ordering EPA to “take final action” on its
proposed decision within roughly a year).

Finally, to ensure compliance with these deadlines, and given the
lengthy history of delay in these (and similar) proceedings, NRDC
respectfully requests that the Court “retain[] jurisdiction” in this case,
at least “until EPA issues a final order subject to judicial review.”
Community Voice, 878 F.3d at 788; see also, e.g., League of United Latin
American Citizens, 922 F.3d at 443 (granting mandamus and

“retain[ing] jurisdiction over this and any related cases”).

CONCLUSION

For the foregoing reasons, the Court should grant the petition for
a writ of mandamus and order EPA to issue a full and final response to
NRDC’s administrative petition within 60 (or fewer) days, by either
denying the petition or issuing a proposed decision to cancel all pet uses
of TCVP. If EPA issues a proposed decision to cancel the registration, a
final decision should follow within one year. The Court should also

retain jurisdiction to ensure EPA’s compliance with these deadlines.
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STATEMENT OF RELATED CASES
This case is related, within the meaning of Ninth Circuit Rule 28-
2.6(c), to another case pending in this Court, League of United Latin
Am. Citizens v. Wheeler, No. 17-71636 (9th Cir.), because they raise
“closely related issues” about EPA’s decade-long failure to resolve
administrative proceedings regarding petitions to ban the use of

organophosphate pesticides.

Dated: May 29, 2019 /s/ Ian Fein
Ian Fein
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2017 Registration Review Schedule for -

U Conventional Cases (as of Feb. 9, 2017) APP38T
EPA, Notes from Teleconference with Hartz

v (July 11, 2017) APP394
EPA, Notes from Teleconference with Hartz

W (August 7, 2017) APP396
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IN THE UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

IN RE NATURAL RESOURCES
DEFENSE COUNCIL, INC,,

Petitioner, Case No. 19-

V.

U.S. ENVIRONMENTAL
PROTECTION AGENCY, et al.,

Respondents.

DECLARATION OF GINA TRUJILLO

I, Gina Trujillo, state as follows:

1. I am the National Director of Membership at the Natural
Resources Defense Council, Inc. (“NRDC”). I have worked in the
membership department of NRDC for more than 25 years.

2. My duties include supervising the maintenance of
membership records and preparation of materials that NRDC
distributes to members and prospective members. Those materials
describe NRDC and identify its mission. I am familiar with NRDC’s

mission statement and its priorities.
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3. NRDC is a membership organization incorporated under the
lawé of the State of New York. It is recognized as a not-for-profit
corporation under section 501(c)(3) of the United States Internal
Revenue Code. NRDC maintains offices throughout the United States,
including two in California—in San Francisco and Santa Monica.

4.  NRDC currently has hundreds of thousands of members
nationwide. Records show that there are NRDC members living in each
of the fifty states and in the District of Columbia.

5.  NRDC’s mission statement declares that “The Natural
Resources Defense Council's purpose is to safeguard the Earth: its
people, its plants and animals, and the natural systems on which all life
depends.”

6.  Protecting the public from the substantial adverse health
effects caused by exposure to toxic chemicals, such as tetrachlorvinphos
(“TCVP”), is central to NRDC’s purpose.

7. When a person becomes a member of NRDC, that person
authorizes NRDC to take legal action on his or her behalf to protect the

environment and public health.
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I declare under penalty of perjury that the foregoing is true and
correct, to the best of my knowledge, information, and belief. Executed

on March 12, 2019, in New York, New York.

%mw - f :,{ {An ). ,4’?

‘Gina Trujillo J
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IN THE UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

IN RE NATURAL RESOURCES
DEFENSE COUNCIL, INC,

Peltitioner, Case No. 19-
V.

U.S. ENVIRONMENTAL
PROTECTION AGENCY, et al,,

Respondents.

DECLARATION OF KELLEY KRUZE

|, Kelley Kruze, declare as follows:

1. lam a member of the Natural Resources Defense Council.

2. | live in San Francisco, California, with my husband and 14-
month-old son. | have bachelor's degrees in microbiology and nursing, and
currently work as a registered nurse at Kaiser Permanente.

3. lam concerned about my son’s exposure {o harmful chemicals
and pesticides, and | do what | can to avoid them. | try {o feed my family
only organic food. | also try to purchase only safe and earth-friendly bath

and cleaning products. We even use organic sheets and mattresses. But |

carn't control everything my son eats or touches.
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4, We also have a pet dog—a large labradoodie named Fibonacci
{or Fib), who will be two years old in June. Based on the advice of our
veterinarian, we give Fib an oral medicine to control ticks and fleas. Our
veterinarian said that the oral freatment is more effective than topical

alternatives and poses a lower risk to young kids.

5. Qur son loves Fib, who is very patient with him. They've pretly
much grown up together. Our son is always playing with Fib’s toys or

crawling around and laying with him. They spend a lot of time together

when we're at home.

6.  Qur son likes other dogs too. We watched our neighbors’ dog
when they were on vacation, and our son would pet her and pull on her
ears. We also take our son and Fib to dog parks quite frequently. We try to
keep other dogs away from our son as much as possible, but | know that
will be harder to do once our son becomes more mobile.

7. Our son often plays with one other child, typically in the other
child's home. The other child’s family has two pet dogs. When the weather
is nice, we often take our son outside to the park or a playground. | expect

that our son encounters other dogs on these outings, as there are many

dogs in our neighborhood.
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8.  Oursonis at an age where he often puts his hands in his

mouth—aespecially when he is eating snacks, which often occurs when he

is on an outing.

9. 1recently learned that NRDC has been trying for several years
to get EPA to ban the use of the pesticide tetrachlorvinphos (TCVP) in pet
products like flea collars and shampoos. | understand that TCVP can be

harmful to children and adults when they come into contact with it.

10. 1grew up with a dog, and | remember our family using flea

collars and other pet products like shampoos. | distinctly remember one
time when | felt nauseous and sick after giving our dog a bath and soaping
him with a shampoo, though | don't recall the specific brand.

11.  Now, as a parent, | am worried about harm to my son from

exposure to pesticides like TCVP. | feel very strongly that household
products containing dangerous chemicals like TCVP should be banned.

The way | look at it—if 'm not going to put these products on myself, why

would | ever put them on my pet or expose my child, family, and friends to

any of these harmful chemicals and pesticides?

12.  As mentioned above, | do what | can to aveid my son's

exposure to harmful chemicals and pesticides, including TCVP. But his
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exposure is not entirely within my control. And there is no way for me fo
eliminate his risk of exposure to TCVP unless EPA bans it.

13. 1 hope that EPA will grant NRDC’s petition to ban TCVP pet
products, so that my son will no longer risk being exposed {o the dangerous

pesticide when he pets or plays with other dogs.

| declare under penalty of perjury that the foregoing is true and
correct, to the best of my knowledge, information, and belief. Executed on

April_12 2018, in San Francisco, California.

Kelley Kruz@
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IN THE UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

IN RE NATURAL RESOURCES
DEFENSE COUNCIL, INC.,

Petitioner, Case No. 19-

V.

U.S. ENVIRONMENTAL
PROTECTION AGENCY, et al,,

Respondents.

DECLARATION OF DIANA OWENS

I, Diana Owens, declare as follows:

1. I am a member of the Natural Resources Defense Council. 1
joined in 1994 because I am concerned about public health and safety,
and I appreciate how NRDC advocates for sound science-based
environmental policy.

2. I live in Sarasota County, Florida, with my husband.

3. I am a certified veterinary technician in the State of Florida.

To obtain certification, a technician must have a two-year college degree
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and pass state and national exams. I became a technician because I love
animals and am interested in science and health.

4. I have worked as a technician in a veterinary clinic since
1991. We provide all manner of nursing care and preventative health
care for our client’s pets.

5. The clinic sees about forty to fifty animals every day. Out of
those, I personally inspect fifteen to thirty. Dogs make up at least 75
percent of the practice.

6. The job is very hands-on, day in and day out. For example, 1
often must hold animals while the doctor performs an exam, or if we
have to take x-rays. I also touch the animals whenever I take their
temperature or heart rate. And of course, the animals do not always sit
still. So the job is always hands-on.

7.  About 80 percent of the animals we see are on some sort of
flea- or tick-prevention treatment. I have always been concerned about
the chemicals in/on those products. Unfortunately, we often have no

1dea what specific product or brand the pet owner uses at home.
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8. Sometimes I will be holding a dog and the owner will say,
“Watch out, I put medication on this morning,” or I will see a wet spot
on its fur where it was recently treated.

9. When I work at the clinic, I sometimes see dogs and cats
wearing flea and tick collars. When I take the collars off, my hands
often have powder on them.

10. T understand that the EPA has approved the pesticide
tetrachlorvinphos (TCVP) for use in flea collars and other pet products.
I also understand that these pesticides can be harmful to children and
adults when they come into contact with them.

11. I am concerned about the harm to myself and my husband
from exposure to TCVP. As a veterinary professional, I strive not to
transmit disease or chemical residues between patients, and I make it a
habit to wash my hands between patients. But we are often so busy that
I do not have time to put on gloves or a gown. During the day, I will
have many occasions where I will need to hold a dog or cat in such a
way that any residues on their fur will get onto my hands, arms, face, or
clothes. And then, when I go home, I may expose my husband to

whatever residues are still on me.
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12. Personally, I think it is unconscionable that pet products
containing TCVP are still allowed on the market, and that the EPA has
not resolved NRDC’s petition to ban them—especially given the safer
and more effective alternatives that are available.

13. In my professional opinion, non-prescription flea collars are
not effective and serve no purpose in the veterinary world. I am not
aware of any veterinarians that would ever recommend them. There are
so many better and safer alternatives out there. In our clinic, we prefer
non-topicals and typically recommend oral products instead.

14. EPA’s failure to ban TCVP pet products is particularly
frustrating for me because, in my personal life, I try to avoid exposure
to unsafe pesticides. But then, at work, I risk being exposed to TCVP
whether I like it or not. I have no choice but to hold our client’s pets,
and I do not know whether they have been treated with a TCVP
product.

15. My husband and I would benefit if the EPA granted NRDC'’s
petition to ban TCVP pet products, as it would eliminate our risk of
exposure to this harmful pesticide. A ban would also benefit my

coworkers and our customers and their families.
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I declare under penalty of perjury that the foregoing is true and
correct, to the best of my knowledge, information, and belief. Executed

on April 99\, 2019, in Sarasota, Florida.

Diana Owens
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IN THE UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

IN RE NATURAL RESOURCES
DEFENSE COUNCIL, INC,,

Petitioner, Case No. 19-
V.

U.S. ENVIRONMENTAL
PROTECTION AGENCY, et al,,

Respondents.

DECLARATION OF MIRTAM ROTKIN-ELLMAN

I, Miriam Rotkin-Ellman, declare as follows:

1. T am a Senior Scientist with the Natural Resources Defense
Council (“NRDC”). I received a Master of Public Health from the
University of California, Berkeley in 2006 and a Bachelor of Science
from Brown University in 2000.

2. I have worked for NRDC’s health program since 2006. The
program’s goals include protecting communities from the substantial
adverse health effects caused by exposure to pesticides and other toxic

chemicals, such as tetrachlorvinphos (“T'CVP”).
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Human Exposure to Tetrachlorvinphos (TCVP)

3. One of my areas of research is children’s exposure to
pesticides from the use of household pet products, like those containing
TCVP. By virtue of my scientific training, my research, and my
knowledge of the pertinent scientific literature, I consider myself an
expert on the effects of pesticides, including TCVP, on human health.

4, TCVP belongs to a class of pesticides called
organophosphates. Organophosphate pesticides are chemically similar
to wartime nerve agents, such as sarin gas, and similarly threaten the
functioning of the human nervous system. Organophosphates are highly
toxic to the nervous system of both invertebrates (i.e., fleas and ticks)
and mammals (i.e., pets and people).

5. TCVP inhibits acetylcholinesterase, an enzyme that breaks
down acetylcholine. Acetylcholine is a neurotransmitter which acts as a
messenger to stimulate nerves, muscles, the heart, brain, eyes, and
glands. When acetylcholine is not broken down by acetylcholinesterase,
1t builds up, causing overstimulation of the nervous system and leading
to the clinical symptoms of poisoning. This “overexcitation” is also the

mechanism by which fleas and ticks are killed.
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6. Clinical symptoms of human poisoning due to
organophosphate pesticides exposure include: eye pupil contraction and
tearing, increased salivation, sweating, vomiting, wheezing, dizziness,
confusion, seizures, and involuntary urination and defecation. In large
doses, these pesticides can harm or kill cats, dogs, and in extreme
poisoning cases even humans.

7. Young children’s exposure to organophosphates is
particularly troubling because their neurological and metabolic systems
are still developing. Research indicates additional health effects to
children that may occur at even lower levels of exposure and last much
longer than the poisoning symptoms. For example, a 2013 literature
review found significant evidence, in 26 studies, of adverse
neurodevelopmental effects in children linked to organophosphate
pesticide exposures. See Maria Teresa Munoz-Quezada et al.,
Neurodevelopmental Effects in Children Associated with Exposure to
Organophosphate Pesticides: A Systematic Review, 39 Neurotoxicology
158 (2013). Similarly, a 2015 literature review by the U.S.
Environmental Protection Agency (*“EPA”) found that a “growing body of

literature” demonstrates that organophosphates “are biologically active

APP0O19

ED_002962_00005105-00064



Lo OF 8010
Case: 19-71324, 05/29/2018, 1D 11311338, DkiEntry: 1-3, Page 23 of 419

on a number of processes that affect the developing brain.” EPA,
Literature Review on Neurodevelopment Effects & FQPA Safety Factor
Determination for the Organophosphate Pesticides, at 79 (Sept. 15,
2015), available at http://tinyurl.com/o08wb6tr.

8.  This harm to young children from organophosphate exposure
takes the form of reduced cognitive capacity (i.e., lower 1Q), delays in
motor development, and behavioral problems, including attention
deficit/hyperactivity disorder. See id. at 80; Munoz-Quezada et al.,
Neurodevelopmental Effects in Children, 39 Neurotoxicology at 160-66;
see also Maryse F. Bouchard et al., Attention-Deficit/Hyperactivity
Disorder and Urinary Metabolites of Organophosphate Pesticides, 125
Pediatrics 1270 (2010) (based on national survey data, finding that
children with higher organophosphate exposure are more likely to have
attention deficit/hyperactivity disorder). These effects may occur at
“doses much lower than required to inhibit cholinesterase.” James R.
Roberts et al., Pesticide Exposure in Children, 130 Pediatrics e1765,
el776 (2012).

9. Human exposure to TCVP can occur when children and

adults come into contact with a flea collar directly or come into contact
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with residues from flea collars. Flea collars are designed to create a
coating of the pesticide on the fur of the pet. This residue can be
transferred to the skin and clothing of an adult or child during normal
contact and play with a pet wearing a flea collar. Once transferred off
the pet, people can absorb pesticide residues directly through the skin,
and can ingest those residues by touching their hands to their mouth.
10. Children and infants are particularly at risk from exposure
to pesticides because their normal activities, such as crawling on the
floor and putting their hands in their mouths, can result in increased
exposures. For example, a child between the ages of 1 and 2 will put her
hands in her mouth nearly 19 times an hour, on average. Jianping Xue
et al., A Meta-Analysis of Children’s Hand-to-Mouth Frequency Data for
Estimating Nondietary Ingestion Exposure, 27 Risk Analysis 411, 417
(2007). Children, infants, and fetuses are also particularly at risk
because: they take in more pesticides per unit body weight than adults
due to their physiology; their neurological and metabolic systems are
developing rapidly; and they may have lower capacity to detoxify
pesticides. See Roberts et al., Pesticide Exposure in Children, 130

Pediatrics at e1766.
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11. In 2007 and 2008, I conducted a study of the risk of exposure
to TCVP residues from flea collars on dog and cat fur. The results of the
study were published in the report Poison on Pets II: Toxic Chemicals in
Flea and Tick Collars (April 2009), https://www.nrdc.org/sites/default/
files/poisonsonpets.pdf.

12. In my study, pesticide residues were collected during
simulated petting of an animal wearing a TCVP flea collar. Residue
levels were analyzed by a commercial laboratory and used to calculate
the amount of pesticide a toddler could be exposed to during normal
petting and play behavior. Although residue levels varied among the
pets in the study, the residue levels were high enough, in many cases, to
result in exposures which exceed EPA’s safety thresholds for the
pesticides.

13. T used similar calculations to translate the TCVP residue
levels found in M. Keith Davis et al., Assessing Intermittent Pesticide
Exposure from Flea Collars Containing the Organophosphorus
Insecticide Tetrachlorvinphos, 2008 J. Exposure Sci. & Envtl.

Epidemiology 1 (2008), into an estimate of exposure risk. The residue
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levels found in the Davis study also translated to exposure that
exceeded EPA’s safety thresholds.

14. Years later, after EPA analyzed the Davis study and
determined that its findings were scientifically sound, and after EPA
accounted for its own 2015 literature review on the neurodevelopment
effects of organophosphate exposure, EPA issued a human health risk
assessment which concluded that interactions with pets treated with
TCVP flea collars resulted in potential health risks to young children
and occupational handlers (e.g., veterinarians, veterinary assistants,
and groomers) that exceeded the agency’s level of concern. EPA, TCVP
Revised Human Health Risk Assessment, at 9-12, 56-60, 64-69 (Dec. 21,
2016), available at https://www.regulations.gov/document?D=EPA-HQ-
OPP-2008-0316-0055.

15. Based on the above facts, and my scientific opinion, I am
convinced that the use of TCVP in flea collars and pet products poses
significant health threats, especially to young children.

NRDC’s Petition to Cancel Pet Uses of TCVP
16. On April 23, 2009, NRDC submitted to EPA a petition to

cancel all pet uses for tetrachlorvinphos. A copy of Poison on Pets Il was
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submitted to EPA with the petition. The petition also discussed the
Davis study.

17. Iemailed EPA in November 2013, inquiring about the status
of NRDC’s petition. EPA did not provide me with a specific date for
when the agency expected to answer our petition.

18. In February 2014, NRDC filed a petition for a writ of
mandamus in the U.S. Court of Appeals for the D.C. Circuit, seeking an
order compelling EPA to respond to NRDC’s administrative petition.
Only then did EPA act, denying NRDC’s petition in November 2014.

19. EPA’s justification for denying NRDC’s petition in November
2014 was scientifically and legally inadequate. Among other flaws, EPA
simply 1ignored—without explanation—the 2008 Davis study, which was
the only peer-reviewed, published study on the subject.

20. NRDC challenged EPA’s November 2014 denial in the U.S.
Court of Appeals for the Ninth Circuit. Shortly after NRDC filed its
opening brief, however, EPA announced that it wanted to reassess the
risks posed by the pesticide instead of defending its denial of NRDC’s

petition. EPA then moved for a voluntary remand.
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21. 1 was concerned that a voluntary remand would lead to
further delays. At NRDC, I have also been working on a parallel
petition to EPA to ban the use of chlorpyrifos, another organophosphate
pesticide that poses serious risks to public health. EPA has repeatedly
delayed resolution of NRDC’s administrative petition to ban
chlorpyrifos, just as it has with TCVP.

22. T had also been tracking EPA’s registration review process
for TCVP pursuant to section 3(g) of the Federal Insecticide, Fungicide,
and Rodenticide Act “FIFRA”), 7 U.S.C. § 136a(g), and had observed
that that process was subject to a number of delays. For example, in
November 2008 EPA published a Final Work Plan for the TCVP
registration review. The Work Plan is available online at
http://tinyurl.com/ncmulgd. The Work Plan included an estimated
timeline for completion of the registration review, with a final decision
on the registration anticipated by the end of 2014. However, by late
2015, EPA had clearly exceeded that schedule.

23. Concerned about these delays, NRDC asked the Ninth
Circuit to ensure that EPA timely resolved NRDC’s administrative

petition following the voluntary remand by, for example, imposing a
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deadline on the agency. However, EPA opposed those requests and
stated that it was committed to completing the remanded proceedings
within a reasonable time. EPA said that it intended to issue a final,
revised response to NRDC’s petition within 90 days of finalizing a new
risk assessment for TCVP.

24. On December 21, 2016, EPA finalized its new risk
assessment and, as discussed above, found potential risks to children
and occupational handlers that exceed the agency’s level of concern.

25. On March 21, 2017, 90 days after it finalized its new TCVP
risk assessment, EPA did not issue a final revised response to NRDC’s
cancellation petition. Instead, EPA sent NRDC a short, three-sentence
letter, which stated in relevant part: “EPA intends to address any risk-
mitigation issues for the pet-care uses of TCVP when it addresses risk-
mitigation issues for all TCVP products in the course of registration
review for the chemical.”

26. At the time, EPA’s publicly available 2017 Registration
Review Schedule indicated that the agency would issue a proposed

interim decision on TCVP’s registration between July and September

10
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2017. However, in September 2017, EPA released a new schedule that
omitted any reference to TCVP altogether.

27. EPA has since taken no further public action to mitigate the
health risks it identified in its TCVP risk assessment, or to resolve
NRDC'’s cancellation petition. Meanwhile, TCVP continues to be sold in
household pet products, and to threaten the neurodevelopment of young

children who are exposed through their treated pets.

1 declare under penalty of perjury that the foregoing is true and
correct, to the best of my knowledge, information, and belief. Executed

on May 2 , 2019, in San Francisco, California.

a4
V1 LA

Miriam Rotkin-Ellman
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PETITION TO CANCEL ALL PET USES
FOR THE PESTICIDE TETRACHLORVINPHOS

Filed April 23, 2009

The Natural Resources Defense Council (NRDC) petitions EPA to cancel all pet uses for
the pesticide tetrachlorvinphos. This petition is filed pursuant to the Administrative
Procedure Act, 5 U.S.C. § 551 et seq.

INTRODUCTION

Tetrachlorvinphos is an insecticide, which belongs to a class of pesticides called
organophosphates, which EPA has grouped together based on their common mechanism
of toxicity. The devastating effects of this class of pesticides, originally designed as
wartime nerve agents including sarin gas, are atfributed to their inactivation of an enzyme
called cholinesterase.! This enzyme is responsible for the timely deactivation of the
nerve signaling protein acetylcholine.

Acetylcholine is a messenger of the nervous system, a “neurotransmitter,” which carries
the signal from a nerve cell to its target. ' Important targets of acetylcholine include
muscles, sweat glands, the digestive system, and even heart and brain cells. In particular,
acetylcholine signals activity of the “rest and digest” portions of the nervous system (the
parasympathetic system) that stimulates digestion, slows the heart rate, and helps the
body to conserve energy. The organophosphate pesticides, including tetrachlorvinphos,
block the ability of cholinesterase to deactivate acetylcholine after its message is
delivered. The resulting accumulation of acetylcholine causes over-activation of all its
targets. Clinical symptoms of organophosphate poisoning can include: eye pupil
contraction, increased salivation, nausea, dizziness, confusion, convulsions, involuntary
urination and defecation, and, in extreme cases, death by suffocation resulting from loss
of respiratory muscle control.

In addition, EPA designated tetrachlorvinphos as “likely to be carcinogenic to humans”
in 20022 This desighation means that “the weight of the evidence is adequate to
demonstrate carcinogenic potential to humans.. e

Tetrachlorvinphos was first registered for use in 1966. It was used on crops until 1987.
Now, it is primarily used on animals (both livestock and pets) to control flies, mites, and
fleas.” EPA estimates that 853,000 pounds are used annually on animals. Ten percent of

! As chemical weapons, the prodﬂction and stockpiling of organophosphate nerve agents are outlawed by
the United Nations’ 1993 Convention on the Prohibition of the Development, Production, Stockpiling and
Use of Chemical Weapons and on Their Destruction. {71(b).

2U.8. EPA Memorandum, from Jess Rowland to Division Directors, “Chemicals Evaluated for
Carcinogenic Potential by the Office of Pesticide Programs,” September 24, 2008.

3 .
Id.
411.8. EPA, Reregistration Eligibility Determination for Tetrachlprvihphos, July, 2006, p. 15. (RED)
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households with dogs or cats treat their animals with products contammg
tetrachlorvinphos.” A smaller percentage of animals in other categories are treated with
tetrachlorvinphos, including horses (6%%), poultry (6%) and beef cattle (2%).%

LEGAL STANDARD

EPA regulates pesticides under the Federal Food, Drug, and Cosmetic Act (FFDCA), 21
U.S8.C. § 346a, and the Federal Fungicide, Insecticide, and Rodenticide Act (FIFRA), 7
U.s.C. § 136. FIFRA requires that pesticides must be registered to be sold in the United
States.” EPA may not regzster a pesticide unless the chemical will perform its mtended
function without causing any “unreasonable adverse effects on the environment. "8 An
unreasonable adverse effect on the environment is an “unreasonable tisk to man or the
environment, taking into account the econom1c somal and env1ronmenta1 costs and
benefits of the use of any pesticide ..

The Food Quality Protection Act requires EPA to set the maximum amount of pesticide
residue allowed on food — called a “tolerance.” As part of the détermination for the
tolerance, EPA must consider “aggregate exposure” to the pesticide, which includes “all
anticipated dietary exposures and all other exposures for which there is reliable
information.”!° :

REREGISTRATION OF TETRACHLORVINPHOS

Under FIFRA, EPA was required to re-register all pesticide active ingredients that were
registered before 1984. An interim risk management decision was made for
tetrachlorvinphos in 2002. That decision was finalized in 2006 after EPA completed the
cumulative risk assessment for all organophosphate pesticides. As a result, among other
things, EPA reregistered the pet collar uses for the pesticide.

As part of the reregistration determination, EPA conducted a preliminary human health
risk assessment for tetrachlorvinphos in 1998, which was last revised in 2002."" EPA
calculated a chronic dietary reference dose (RfD) of 0.0423 mg/kg/day for
tetrachlorvinphos, which represents an estimate of “a daily oral exposure to the human
population (including sensitive subgroups) that is likely to be without an appreciable risk
of deleterious effects during a lifetime.”' :

Id

S 1d at22.

T7U.8.C. § 136a.

8 1d. § 136a(c)(5X(C).

% Id. § 136(bb)

21 US.C. § 346a(b)(2)

'"'RED, 23, 24.

'* RED, 24. EPA Glossary, http://www.epa. gov/economics/children/basic_info/glos;ary.ﬁtrn#r
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Exposures to doses higher than the RfD are unsafe, especially to sensitive subgroups,
such as children and infants. Recognizing the special sensitivities of toddlers, EPA
noted, “Although postapplication risks were not determined for adults, toddler exposures
represent the worst case due to fypical mouthing behaviors and body weight and surface
area considerations; therefore, the risk assessment for toddlers is protective of adults.”"?

Based on its risk assesémént EPA determined that tetrachlorvinphos could be
reregistered, meaning it can be used in pet collars with the only instruction that the collars
be replaced every five months 1

EPA FAILED TO CONSIDER PET COLLAR EXPOSURES

In EPA’s risk assessment of tetrachlorvinphos, EPA considered the exposures from
various residential uses, including uses on pets such as sprays, dips, and powders.
However, the agency affirmatively decided not to include pet collar uses because “[pjost
application exposure (o residues from pet collars is considered to be insignificant when
compared with exposure to other products.” Because other, hlgher €XpOosure usecs were not
of concern, an assessment for collars was not conducted.”

This decision not to assess the exposure from pet collar uses is incongruous with the
statement, one page later, about the margin of exposure (MOE), the margin between the
no observable adverse effect level and the actual exposure. In finding that the MOE for
adult aggregate risks were below the level of concern, EPA did note that “the worst case
scenario was collars with an MOE of 240 [for residential handlers].”'®

Despite finding that pet collar uses provided the highest exposure levels for adults, EPA
still chose not to conduct a risk assessment for pet collars. EPA further ignored
altogether the possibility that the pet collar uses could expose infants and children to
unsafe levels of exposure. The Agency’s decision to ignore this source of exposure is
arbitrary, capricious, and contrary to law.

EPA USED FAULTY EXPOSURE ASSUMPTIIONS

In 2006, NRDC commented that EPA’s assumptions about toddlers used in the
organophosphate cumulative risk assessment were flawed.!” Specifically, EPA’s risk
assessment for pet products significantly underestimated a toddler’s exposure to residue
on a pet from a flea collar.

B RED, 36.

4 RED, 64. SN

" RED, 36. ’

' RED, 37.

" NRDC comments on the EPA Organophasphate Cumulative stk Assessment (October 2, 2006) EPA

" docket EPA-HQ-OPP-2006-0618.

[
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First, the tetrachlorvinphos risk assessment assumed that toddlers would have contact
with only one treated pet per day, for no more than one hour per day. However, EPA’s
own assessment of the pesticide dichlorvos (DDVP), whlch had been used in pet collars,
assumed that toddlers were exposed for two hours per day.”® Furthermore, EPA assumed
that the frequency of hand to mouth activities was nine times per hour, but a published
review of the scientific literature by EPA scientific experts found that the average
frequency of mouthing activities indoors for toddlers between one and two years old is
19.6 times per hour. ¥ Both of these assumptions in the tetrachlorvinphos risk
assessment are unrealistic, inconsistent with previous agency ﬁndmgs and tend to
significantly underestimate actual risk to toddlers.

EPA also ignored the exposure from toddlers who touch an object or food with pesticide-
contaminated hands, and then put that object or food into his/her mouth — that is, indirect
hand to mouth activity. However, published studies show that there is actually noticeable
indirect hand to mouth activity in infants and children. % 1n fact, one study found that, on
average, a toddler w111 touch an object and then put that object into h1s or her mouth 15
times in one hour.”' At the high end of the study’s distribution (90 percentile), that rate
rises to 66 times per hour. This same study found a statistically significant positive
correlation between the frequency of object or food in mouth activity and blood lead
levels.

EPA must incorporate the information from these peer-reviewed, published studies in its
assessment of the risks associated with pet uses of tetrachlorvinphos.

UNACCEPTABLY HIGH EXPOSURES FROM PET COLLAR USES

Contrary to EPA’s decision that risks of exposure from pet collars are “insignificant,”
testing by NRDC has shown that dangerous levels of tetrachlorvinphos can remain as a
detectable residue on a dog or cat’s fur for two weeks after the collars are first worn. In
the report ““Poison on Pets 1I: Toxic Chemicals in Flea and Tick Collars,” NRDC found
that residues of tetrachlorvinphos on the pets’ fur were high enough to pose a significant
risk to both children and adults who play with their pets.

** EPA Reregistration Eligibility Determination for Dichlorvos (DDVP), July 2006, page 167.

¥ Xue J, et al “Meta-Analysis of Children’s Hand-to-Mouth Frequency Data for Estimating Nondistary
Ingestion Exposure” 27 Risk Analysis 2 (2007). .

W Ko, Stephen, Schaefer, Peter D., Vicario, Cristina M., and Binns, Helen J. Relationship of video
assessments of touching and mouthing behaviors during outdoor play in urban residential yards to parental
perceptions of child behaviors and blood lead levels. Journal of Exposure Science and Environmental
Epidemiology. 2007 17, 47-57; Reed, KJ, Jiminez, M, Freeman, NCG, and Lioy, PJ. Quantification of
children’s hand and mouthing activities through a videotaping methodo]ogy Journal of Exposure Analysis
and Environmental Epidemiology. 1999, 9, 513-520.

H Ko, Stephen, Schaefer, Peter D., Vicario, Cristina M., and Bions, Helen J. Relationship of video
assessments of touching and mouthing behaviors during outdoor play in urban residential yards to parental
perceptions of child behaviors and blood lead levels. Jowrnal of Exposure Science and Environmental
Epidemiology. 2007 17, 47-57.
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NRDC tested the residues of tetrachlorvinphos left on-pets after the pet had worn a collar
for three days and fourteen.days. The pesticide residues were sampled using a protocol
based on the methods used by Chambers, et al., which was repeated by Davis, et al.
2008.2 % In NRDC’s sampling, residues were collected on microfiber filters moistened
with a solution to simulate human perspiration.®* A rectangular area below the collar and
around the pet’s shoulders was wiped thoroughly for one minute with the moistened filter
to simulate petting. A commercial laboratory analyzed the fur wipe samples using EPA
method 8141A.

NRDC then calculated the dose for a toddler between the age of one and two years old,
based on exposure parameters taken from published and government agency studies.
Because the exposure parameters used by EPA in the tetrachlorvinphos risk assessment
were flawed, as described above, NRDC relied on more accurate exposure parameters
that reflect a toddler’s exposure to a pet and residue on a pet’s fur, The exposure
assessment included dermal and oral exposure, accounting for both direct hand-to-mouth
activity and indirect contact — that is, contact with objects or food that are then placed in
the mouth. Because children’s behavior with their pets can vary, NRDC evaluated two
scenarios that approximate an average and high level of contact with a pet. The average
scenario was based on the EPA Standard Operating Procedure for Exposure Assessments
and includes a child playing with a pet for two hours, while the high contact scenario
reflects eight hours per day, including sleeping, of contact with one or more pets.

Based on these updated parameters and the residues on the tested animals’ fur, NRDC
calculated that after only three days of wearing a collar 3 out of 5 dogs (60%) and 2 out
of 5 cats (40%) had measured residue levels on their fur that were high enough to cause a
toddler with average hand-fo-mouth behavior and average contact with the contaminated
animal to be dosed with tetrachlorvinphos levels up to three times higher than the RfD.
That is, the calculated dose from these high residue levels was between 0.09 mg/kg/day
and 0.11 mg/kg/day, much higher than the R{D of 0.04 mg/kg/day.

For a toddler with behaviors leading to high exposure to a pet wearing the pet collar, 4
out of 5 dogs (80%) and 5 out of 5 cats (100%) had residue levels high enough to lead to
doses above the reference dose. Even after fourteen days of wearing a collar, 2 out of 3
dogs (67%) and 2 out of 2 ¢ats (100%) still had levels of residue so high that toddlers
with high-exposure behaviors would be dosed above the RfD. The average dose for these
high-exposure behavior kids was 20 times higher than the RfD at three days after the

% Chambers, JE, Boone, JS, Davis, MK, Moran, JE and Tyler JW. 2007. Assessing {ransferable residues
from intermittent exposure to flea control collars containing the Srganophosphate Insecticide chlorpyrifos.
Journal of Exposure Science and Environmental Epidemiclogy, 1T(7). 636-666.

2 Davis, MK, Boone, JS, Moran JE, Tyler, JW and Chambers JE. 2008. Assessing intermittent pesticide
exposure from flea control collars containing the organophosphorus insecticide tetrachlorvinphos. Journal
of Exposure Science and Environmental Epidemiology, advance online publication, 1-7.

* Surfactant solution used to simulate human perspiration in California EPA DPR Guidance for

Determination of Dislodgeable Foliar Residue. Worker Health and Safety Branch, Health and Safety
Report 118-1600, Revision Febiuary 20, 2002
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collar is applied (with the peak dose of 1.74 mg/kg/day from one cat), and three times
higher at 14 days after the collar is apphed

The maximum residue measured by the only other study of tetrachlorvinphos residues
from flea collars (the “Davis study”) greatly exceeds the residues measured by NRDC. 2
It was measured as a result of petting at the neck with the collar in place for five minutes
on day seven after application of the collar. By comparison, the NRDC sampling
protocel involved petting the animal for one minute in an area behind and not touching
the collar on the third day. Using EPA exposure assessment methods, this residue level is
approximately 150 times the RfD. Using NRDC’s high end exposure assessment this
residue level is approximately 4,000 times the RfD. -

The Davis study also calculated the average residue level measured at the neck with the
collar, at the neck without the collar, and in the tail region over 112 days. Using EPA
exposure methods, this residue level is approximately 90, 27, and 1 times the RfD
respectively. Using NRDC’s high end exposure assessment this residue level is
approximately 2,500, 770, and 23 times the RfD, respectively.

. EPA’s failure to provide any calculations of the risks from exposure to pet collars in its
risk assessment for the reregistration eligibility determination renders that determination
arbitrary and capricious, and contrary to law. Flea collar uses alone have been shown to
exceed the health-based reference dose. EPA completely ignored the risk from these
types of exposures in the residential risk assessment which affects the determination
about whether to reregister tetrachlervmphos As aresult, the ehgxblllty determination is
fatally flawed,

The residue levels found on pets at three days and fourteen days of wearing a flea collar
exceed the safe doses allowable by EPA. However, these residue levels were never
considered in the tetrachlorvinphos risk assessment. As a result, EPA improperly
permitted the continued use of tetrachlorvinphos in pet collars, which has left toddlers
living with pets wearing these flea collars exposed to dangerous levels of a toxic
pesticide. In light of EPA’s failure to assess the risk from pet collars; its use of improper
exposure parameters in the risk assessment that was conducted, and the Poison on Pets 1T
findings that toddlers living with pets wearing flea collars are routinely exposed to levels
of tetrachlorvinphos that exceed the reference dose, EPA must exercise its statutory
obligation to protect children by canceling all pet uses of tetrachlorvinphos.

Respectfully submitted,
Gina Solomeon, MD, MPH

Mae Wu, Esq.
Natural Resources Defense Council

» Davis, MK, Boone, IS, Moran JE, Tyler, JW and Chambers JE. 2008, Assessing intermittent pesticide
exposure from flea control collars containing the organophosphorus insecticide tetrachlorvinphos. Journal
of Exposure Science and Environmental Epidemiology, advance online publication, 1-7.
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No. 14-1017

IN THE UNITED STATES COURT OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

IN RE NATURAL RESOURCES DEFENSE COUNCIL, INC.,
PETITIONER

On Amended Petition for a Writ of Mandamus and for Relief from Unreasonably
Delayed Agency Action by the Environmental Protection Agency

AMENDED BRIEF FOR PETITIONER

Dimple Chaudhary

Natural Resources Defense Council
1152 15th Street, NW, Suite 300
Washington, D.C. 20005

(202) 717-8234
dchaudhary@nrdc.org

Counsel for Petitioner
Dated: April 8, 2014
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INTRODUCTION

This amended petition for a writ of mandamus seeks an order requiring the
U.S. Environmental Protection Agency (EPA) to respond to petitioner Natural
Resources Defense Council’s (NRDC’s) petition to cancel the use of the pesticide
tetrachlorvinphos in flea collars and other pet products.’ In its petition and
supporting documentation, NRDC presented evidence to EPA that toddlers may be
exposed to residues from flea collars containing tetrachlorvinphos in amounts that
exceed the levels EPA has found to be safe. EPA has failed to answer NRDC’s
petition for almost five years, leaving potentially millions of children, adults, and
pets at risk of exposure to unsafe levels of this dangerous pesticide. The Court

should order EPA to respond.

"On February 6, 2014, NRDC filed a petition for writ of mandamus in this
Court seeking an order compelling EPA to respond to NRDC’s petition to cancel
pet uses of tetrachlorvinphos, as well as to respond to a separate NRDC petition
seeking cancellation of pet collar uses of the pesticide propoxur. See Doc. No.
1478697. On March 26, 2014, EPA published a final order cancelling all pet collar
uses of propoxur. Product Cancellation Order for Certain Pesticide Registrations,
79 Fed. Reg. 16,793 (Mar. 26, 2014). Accordingly, NRDC withdraws its petition
for writ of mandamus to compel a decision on its propoxur cancellation petition,
and submits this amended petition for writ of mandamus only with regards to its
tetrachlorvinphos petition. This amended petition omits discussion of NRDC’s
propoxur petition, and contains no other material changes.

1
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STATEMENT REGARDING ADDENDA

Relevant statutes and regulations, and supporting declarations and exhibits,
were submitted on February 6, 2014 with the origially filed petition for writ of
mandamus as separate addenda, Document No. 1478697.

STATEMENT OF JURISDICTION AND APPLICABLE LAW

NRDC submitted a petition to EPA 1in 2009 pursuant to the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), 7 U.S.C. §§ 136 ef seq., and
the Administrative Procedure Act (APA), 5 U.S.C. §§ 500 et seq., seeking
cancellation of all pet uses for the pesticide tetrachlorvinphos.” This is a challenge
to EPA’s failure to respond to NRDC’s petition.

This Court has jurisdiction to hear NRDC’s request for a writ of mandamus
under the APA. The APA provides that “[a] person suffering legal wrong because
of agency action, or adversely affected or aggrieved by agency action within the
meaning of a relevant statute, 1s entitled to judicial review thereof.” 5 U.S.C.

§ 702. A federal agency is obligated to “conclude a matter” presented to it “within
a reasonable time,” id. § 555(b), and a reviewing court may “compel agency action

unlawfully withheld or unreasonably delayed.” /d. § 706(1).

? The petition is included in Petitioner’s Supplemental Materials addendum,
attached to the Declaration of Miritam Rotkin-Ellman as Exhibit N. All references
to supplemental materials can be found in the addenda filed with Petitioner’s
original petition, Document No. 1478697.

2

APP0O38

ED_002962_00005105-00083



Case: 19-71324, 05/29/2019, 1D 11311338, DkiEntry: 1-3, Page 42 of 419

USCA Case #14-1017  Document #1487402 Fled: 04/08/2014  Page 12 of 33

Where review of final agency action is committed by statute to a U.S. court
of appeals, jurisdiction to review agency inaction also lies exclusively with the
same courts. Telecomm. Research & Action Ctr. (TRAC) v. FCC, 750 F.2d 70, 75
(D.C. Cir. 1984). Here, the courts of appeals have jurisdiction to review any final
action by EPA under FIFRA. The statute provides the courts of appeals with
“exclusive jurisdiction” to review “the validity of any order issued by the
Administrator following a public hearing.” 7 U.S.C. § 136n(b). The Ninth Circuit
has held that the opportunity for submission of written comments constitutes such
a “public hearing.” See United Farm Workers of Am. v. Adm’r, EPA, 592 F.3d
1080, 1082 (9th Cir. 2010); ¢f. Envil. Def. Fund, Inc. v. Costle, 631 F.2d 922, 926,
932 (D.C. Cir. 1980) (a “public hearing” pursuant to Section 136n(b) does not
require oral presentation of arguments to an agency decision-maker).

NRDC submitted an administrative petition to EPA with written arguments
for cancelling pet uses of tetrachlorvinphos. The Agency published notice of
NRDC’s petition 1n the Federal Register and solicited public comments. See
Petition Requesting Cancellation of all Tetrachlorvinphos Pet Uses and Extension
of Comment Period for Petition Requesting Cancellation of Propoxur Pet Collar
Uses; Notice of Availability, 74 Fed. Reg. 27,035 (Jun. 5, 2009). This process
satisfies FIFRA’s public hearing requirement and creates a suitable record for

appellate review. See United Farm Workers of Am., 592 F.3d at 1082-83. Thus,

o OF 8010

APP0O39

ED_002962_00005105-00084



s O 5010
Case: 19-71324, 05/29/2018, 1D 11311338, DkiEntry: 1-3, Page 43 of 419

USCA Case #14-1017  Document #1487402 Filed: 04/08/2014 Pages 13 0f 33

because the Court would have jurisdiction to review any final action taken by EPA
in response to NRDC’s petition, the Court also has jurisdiction to review this
challenge to EPA’s failure to respond to the petition.

The Court has the authority to issue a writ of mandamus requiring EPA to
respond to NRDC’s petition under the All Writs Act, 28 U.S.C. § 1651(a). The All
Writs Act provides that “[t]he Supreme Court and all courts established by Act of
Congress may issue all writs necessary or appropriate in aid of their respective
jurisdictions and agreeable to the usages and principles of law.” /d.

STATEMENT OF THE ISSUE PRESENTED FOR REVIEW

Whether, after receiving a petition to cancel pet uses for the pesticide
tetrachlorvinphos that pose unreasonable adverse risks to human health, EPA’s
failure to respond for almost five years 1s an unreasonable delay such that this
Court should order the Agency to respond?

STATUTORY FRAMEWORK

EPA oversees pesticide regulation under FIFRA. FIFRA requires pesticides
to be registered prior to sale or distribution in the U.S. 7 U.S.C. § 136a(a). EPA
may register a pesticide only if it will “perform its intended function” without
causing “unreasonable adverse effects on the environment.” /d. § 136a(c)(5)(C). A
pesticide causes unreasonable adverse effects on the environment if it poses “any

unreasonable risk to man or the environment, taking into account the economic,
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social, and environmental costs and benefits of the use of any pesticide.” /d.
§ 136(bb). The Administrator may cancel the registration of any pesticide that
causes unreasonable adverse effects on the environment. /d. § 136d(b)(1).

FIFRA was amended in 1988 to require the reregistration of pesticides
containing an active ingredient that was first registered prior to November 1, 1984,
Pub. L. No. 100-532, 102 Stat. 2554 (1988) (codified at 7 U.S.C. § 136a-1(a)). As
part of the reregistration process, EPA reviewed the scientific data underlying a
pesticide’s registration, including an assessment of human health and ecological
risks. See 7 U.S.C. § 136a-1(b)-(g). The results of EPA’s reviews were published
in Reregistration Eligibility Decisions for each pesticide. See, e.g., Reregistration
Eligibility Decision for Tetrachlorvinphos (2006) [hereinafter Tetrachlorvinphos
RED].” FIFRA required EPA to complete its reregistration of all pesticides by
October 3, 2008. 7 U.S.C. § 136a-1(g). Following reregistration, EPA must
conduct a periodic review of each pesticide’s registration—referred to as
“registration review —every 15 years. 7 U.S.C. § 136a(g).

FACTUAL BACKGROUND
Tetrachlorvinphos is a pesticide currently used in collars, dips, powders, and

acrosol and pump sprays to control fleas and ticks. Tetrachlorvinphos RED at 15.

? Petitioner’s Supplemental Materials, Chaudhary Decl., Ex. B. This document
incorporates and finalizes a 2002 Interim Tolerance Reassessment Eligibility
Decision for tetrachlorvinphos issued by EPA. For ease of reference, this petition
refers to the full document as “Tetrachlorvinphos RED.”

5
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Tetrachlorvinphos belongs to a class of pesticides called organophosphates.
Rotkin-Ellman Decl. § 6. These pesticides are chemically similar to wartime nerve
agents, such as sarin gas, and interact similarly with the human nervous system. /d.
EPA designated tetrachlorvinphos as “likely to be carcinogenic to humans” in
2002. EPA Memorandum from Jess Rowland to Division Directors, Chemicals
Evaluated for Carcinogenic Potential by the Office of Pesticide Programs 19 (Sept.
24,2008).

Tetrachlorvinphos, as an organophosphate pesticide, interferes with an
essential enzyme, acetylcholinesterase, that normally controls messaging between
nerve cells. Rotkin-Ellman Decl. § 7. The result of exposure is spasmodic
overstimulation of the nervous system; this 1s the mechanism by which fleas and
ticks are killed. /d. In large doses, exposure to tetrachlorvinphos can harm or kill
cats, dogs, and in extreme poisoning cases even humans. /d. § 8. At lower levels,
exposure can cause a variety of poisoning symptoms, including eye pupil
contraction and tearing, increased salivation, sweating, dizziness, and confusion.
Id. More severe poisoning can cause involuntary urination and defecation,
vomiting, and seizures. /d.

Flea collars are designed to create a coating of the pesticide on the fur of a

pet. Id. 9§ 10. Accordingly, exposure to tetrachlorvinphos primarily occurs when

4 Petitioner’s Supplemental Materials, Chaudhary Decl., Ex. D.
6
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children or adults come into contact with treated flea collars directly, or come into
contact with pesticide residues on pets from the flea collars.” 7d. These residues
also can be transferred to the skin and clothing of an adult or child during normal
contact and play with a pet wearing a flea collar. /d.; see also Davis et al.,
Assessing Intermittent Pesticide Exposure from Flea Collars Containing the
Organophosphorus Insecticide Tetrachlorvinphos, J. of Exposure Sci. & Envt’l
Epidemiology (2008) [hereinafter Miss. State Univ. Study].® Once transferred off
of the pet, people can absorb tetrachlorvinphos residues through their skin and
ingest them by touching their hands to their mouth. Rotkin-Ellman Decl. § 10.
Children are particularly at risk from exposure to tetrachlorvinphos because
their neurological and metabolic systems are still developing. /d. § 11. Recent
research indicates that low-level prenatal and early life exposure to this type of
pesticide can impair children’s neurological development, which can result in
pervasive disorders that may include delays in motor development and attention
deficit/hyperactivity disorder. /d. 9 9. Children—especially toddlers—are also
more likely than adults to put their hands and other objects in their mouths, and so
are more likely to ingest residues of pesticides with which they come into contact.

1d q11.

> Exposure to tetrachlorvinphos can also occur when individuals mix, load, or
apply other tetrachlorvinphos-containing flea-control products to their pets, or
when they enter or contact treated sites. Tetrachlorvinphos RED at 26.

® Petitioner’s Supplemental Materials, Rotkin-Ellman Decl., Ex. K.

7
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Exposure to tetrachlorvinphos 1s widespread. EPA estimates that ten percent
of households with dogs or cats treat their animals with products containing
tetrachlorvinphos. Tetrachlorvinphos RED at 15. A 2008 study of the residue
levels from tetrachlorvinphos-treated flea collars estimated that there are
potentially “millions of children who could be in direct contact” with pesticides in
flea collars, merely from contact with their dogs. Miss. State Univ. Study at 1.

Although widely used, flea collars are regarded by veterinarians as
ineffective. Stone Decl. § 9. Many alternatives, such as oral tablets or less toxic
treatments, exist on the market to control fleas and ticks. Rotkin-Ellman Decl. § 13.

PROCEDURAL HISTORY

Tetrachlorvinphos was first registered for use as a pesticide in 1966, and
originally used on vegetables, feed crops, livestock, pets, and around buildings.
Tetrachlorvinphos RED at 19. Crop uses were voluntarily cancelled in 1987. /d.
Today tetrachlorvinphos 1s primarily used to control flies, larvae, and mites in
livestock. /d. at 15. It is also still allowed in pet products such as flea dips,
powders, aerosol and pump sprays, and collars. /d.

EPA issued its most recent reregistration eligibility decision for
tetrachlorvinphos in July of 2006. /d. at cover page. As part of this decision, EPA
evaluated exposure to children and adults after an initial pesticide application from

various residential uses of tetrachlorvinphos on pets, including sprays, dips, and
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powders, and compared those exposures with levels EPA has found to be safe. /d.
at 36. EPA did not evaluate post-application exposure to residues from pet collar
uses because EPA considered it “to be insignificant when compared with exposure
to other products.” /d. In declining to evaluate post-application exposure to pet
collars, EPA ignored evidence that such exposure could be significant. /d. at 37
(finding that the “worst case” scenario for adult aggregate risk was exposure to pet
collars). Based on its assessment, EPA determined that tetrachlorvinphos could be
reregistered, including for use in pet products.

In 2008, researchers from the Center for Environmental Health Sciences at
Mississippi State University published a study assessing children and adults’
exposure to tetrachlorvinphos from the use of a tetrachlorvinphos-formulated collar
on a pet dog. See Miss. State Univ. Study at 1-2. The study concluded that
significant amounts of tetrachlorvinphos residue are transferred from pets to skin
and clothing, indicating potential sources of exposure. /d. at 6.

In 2007 and 2008, NRDC conducted a study of a toddler’s exposure to
tetrachlorvinphos due to residues from flea collars containing the pesticide. NRDC,
Poison on Pets I1: Toxic Chemicals in Flea and Tick Collars (April 2009)
[hereinafter Poison on Pets IT].” NRDC tested the residues of tetrachlorvinphos on

pets’ fur after the pets had worn a collar for three days and fourteen days. /d. at 7.

7 Petitioner’s Supplemental Materials, Rotkin-Ellman Decl., Ex. A.
9
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Using EPA’s exposure assessment methods and other parameters from the
published literature, NRDC then calculated the potential dose to toddlers: how
much of these residues could be ingested and absorbed through the skin, for an
average toddler playing with their pet. /d. at 7-8. NRDC found some residue levels
translated to exposures at more than twice the level EPA has found to be safe. /d.
at 9-10.

On April 23,2009, NRDC filed a petition with EPA to cancel all pet uses for
tetrachlorvinphos. NRDC, Pefition to Cancel All Pet Uses for the Pesticide
Tetrachlorvinphos (April 23, 2009) [hereinafter NRDC Tetrachlorvinphos
Petition].® NRDC highlighted the results of its own exposure study, and further
noted that EPA’s 2006 risk assessment employed flawed assumptions to
underestimate toddlers’ exposure to flea collar residue. /d. at 3-6. Using EPA’s
exposure assessment methods, NRDC also calculated that the residue levels found
by the Mississippi State University Study translated to exposures for an average
toddler up to 150 times higher than the level EPA had found was safe. /d. at 6.
EPA published a notice of NRDC’s petition in the Federal Register on June 7,
2009, providing for a sixty-day comment period. Petition Requesting Cancellation
of all Tetrachlorvinphos Pet Uses and Extension of Comment Period for Petition

Requesting Cancellation of Propoxur Pet Collar Uses, 74 Fed. Reg. at 27,035.

® Petitioner’s Supplemental Materials, Rotkin-Ellman Decl., Ex. N.
10
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It has now been nearly five years since NRDC filed its petition, and EPA has

still not provided any response.
SUMMARY OF ARGUMENT

EPA has a statutory duty under the APA to respond without unreasonable
delay to NRDC’s petition for cancellation of pet uses for tetrachlorvinphos. Almost
five years have now passed since NRDC filed its tetrachlorvinphos petition.
Regardless of whether EPA grants or denies this petition, NRDC has a right to a
determination of the issues it presented to the Agency. In the case of a denial of the
petition, NRDC 1s entitled to seek further relief from the Agency and the Court, but
it cannot exercise those rights until EPA acts. A writ of mandamus is the only
remedy that will adequately cure the injury NRDC members have suffered and
continue to suffer as a result of EPA’s ongoing delay. The harm caused by
exposure of NRDC members to tetrachlorvinphos provides ample justification for
granting a writ of mandamus under the six factors identified by this Court in 7RAC
v. FCC.

STANDING

NRDC’s standing to seek a writ of mandamus 1s based on the procedural

injury the organization has suffered while trying to protect the underlying health

interests of its members.

11
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A party suffers a cognizable procedural injury when an agency fails to
follow a statutorily mandated procedure 1f that procedure has the potential to
change the agency’s mind in a particular matter. See Lemon v. Geren, 514 F.3d
1312, 1315 (D.C. Cir. 2008) (“[PJlaintiffs suffer harm from the agency’s failure to
follow [the National Environmental Policy Act’s] procedures, compliance with
which might have changed the agency’s mind[.]”). Additionally, organizations
suing for redress of a procedural injury must show that such redress will relieve a
concrete underlying harm. See Lujan v. Defenders of Wildlife, 504 U.S. 555, 573
n.8 (1992) (“We do not hold that an individual cannot enforce procedural rights; he
assuredly can, so long as the procedures in question are designed to protect some
threatened concrete interest of his that is the ultimate basis of his standing.”).
NRDC satisfied both parts of this standard.

First, NRDC’s petition has the potential to change EPA’s position regarding
the use of tetrachlorvinphos in flea collars and other pet products.

Second, EPA’s failure to respond to NRDC’s petition has caused NRDC’s
members an ongoing injury that only a writ of mandamus from this Court can
remedy. NRDC is an environmental and public health organization with
approximately 330,000 members nationwide. Lopez Decl. 4§ 4-6. NRDC’s
organizational priorities include reducing and eliminating members’ exposures to

dangerous chemicals. /d. 9 6.

12
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NRDC’s members include parents of young children who come into contact
with pets and are concerned about the effects of tetrachlorvinphos on their
children’s health. Louchheim Decl. 49 8-10; Stone Decl. 9 10-13. NRDC’s
members also include veterinarians who come into contact with pets wearing flea
collars through their professional work, and who are concerned about transferring
residues from these collars to their hands and clothing, and ultimately to their
children. Stone Decl. 4 4, 7-8, 12. Exposure of children to pesticides like
tetrachlorvinphos is particularly troubling because their neurological and metabolic
systems are still developing. Rotkin-Ellman Decl. 4 11. Parents who are aware of
such risks are nevertheless unable to protect themselves and their children because
they cannot know if a particular pet they or their child comes into contact with is
wearing (or has recently worn) a tetrachlorvinphos-treated flea collar. Louchheim
Decl. 99 9-10. They also cannot always control whether their child touches or
interacts with treated pets, or objects with which those pets come into contact. /d.
99 5-7; Stone Decl. § 12. A writ of mandamus compelling the EPA to take final
action would redress the harm suffered by NRDC members who seek a decision on
NRDC’s petition, and EPA’s withdrawal of its approval for pet uses of
tetrachlorvinphos.

NRDOC also satisfies the requirements for organizational standing. See Hunt

v. Wash. State Apple Adver. Comm’n, 432 U.S. 333,343 (1977). Under Hunt’s

13
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three-part test, NRDC has standing to sue because: (1) NRDC’s “members would
otherwise have standing to sue in their own right” because of the injuries described
above; (2) the interests NRDC seeks to protect “are germane to the organization’s
purpose”’; and (3) “neither the claim asserted nor the relief requested requires the
participation of individual members in the lawsuit.” /d.

ARGUMENT

I. A Writ of Mandamus Is the Only Remedy that Will Adequately Enforce
EPA’s Duty to Answer the Petition

The facts of this case satisfy the three-part threshold test for granting a writ
of mandamus. A court may grant mandamus relief “if (1) the plamtiff has a clear
right to relief; (2) the defendant has a clear duty to act; and (3) there is no other
adequate remedy available to plamntiff.” V. States Power Co. v. U.S. Dep’t of Energy,
128 F.3d 754,758 (D.C. Cir. 1997) (internal quotation marks omitted). “The party
seeking mandamus has the burden of showing that its right to issuance of the writ is
clear and indisputable.” /d. (internal quotation marks omitted).

Here, EPA has a clear duty to respond to NRDC’s petition, and NRDC has a
clear right to relief. The APA requires that a petition submitted to an agency be
decided by the agency within a reasonable time. See 5 U.S.C. § 555(b). NRDC,
moreover, has no other remedy available. Without agency action on NRDC’s

petition, NRDC cannot exercise its right to judicial review. In view of EPA’s
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extraordinary delay, a writ of mandamus requiring EPA’s compliance with the
APA 1s appropriate.

II. A Writ of Mandamus Is Justified under the Equitable Factors
Established in TRAC

In judging whether a writ of mandamus 1s necessary to compel agency
action in the face of unreasonable delay, this Court has established a flexible, six-
factor test: (1) the time agencies take to act is subject to a rule of reason; (2) a
statutory scheme may supply the rule of reason; (3) “delays that might be
reasonable in the sphere of economic regulation are less tolerable when human
health and welfare are at stake”; (4) the court should consider the effect of
mandamus on competing agency priorities; (5) the court should consider the nature
and extent of the interests harmed by agency delay; and (6) the agency need not be
acting in bad faith for its delay to be unreasonable. TRAC, 750 F.2d at 80. The
balance of factors here supports the conclusion that EPA’s delay warrants
mandamus.

A. EPA’s Delay Is Unreasonable

The “first and most important factor” in assessing the reasonableness of an
agency’s delay is that the time the agency takes to make a decision “must be
governed by a rule of reason. /n re Core Commc 'ns, Inc., 531 F.3d 849, 855 (D.C.
Cir. 2008) (internal quotation marks omitted). In this case, it has been almost five
years since NRDC filed its petition requesting that EPA cancel all pet uses for

15
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tetrachlorvinphos. EPA has still not issued a decision on the petition. This delay 1s
unreasonable.

A reasonable time for an agency to respond to a petition “is typically
counted in weeks or months, not years.” In re Am. Rivers & Idaho Rivers United,
372 F.3d 413, 419 (D.C. Cir. 2004). “[E]xcessive delay saps the public confidence
in an agency’s ability to discharge its responsibilities . . . . [, and] may undermine
the statutory scheme and could inflict harm on individuals in need of final action.”
Cutler v. Hayes, 818 F.2d 879, 896-97 (D.C. Cir. 1987). This Court has previously
found that an agency delay of three years in granting or denying a petition was
unacceptable where human health was at risk. See Pub. Citizen Health Research
Grp. v. Auchter, 702 F.2d 1150, 1154, 1157 (D.C. Cir. 1983) (noting that ““a more
than three-year span from [the] petition to projected final regulation 1s not
tolerable” and constitutes “agency action unreasonably delayed”).

The reasonableness of the agency’s delay must also “be judged in the
context of the statute which authorizes the agency’s action.” /d. at 1158 n.30
(internal quotation marks omitted). One of the principal purposes of FIFRA i1s to
keep off the market pesticides whose adverse effects on human health and the
environment outweigh any benefits. See 7 U.S.C. §§ 136a(c)(5)(C), 136d(b);
Ferebee v. Chevron Chem. Co., 736 F.2d 1529, 1540 (D.C. Cir. 1984). Flea collars

are regarded by veterinarians as ineffective. Stone Decl. § 9. At the same time,
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exposure to tetrachlorvinphos-treated flea collars poses a significant public health
threat to humans and pets that come into contact with their chemical residues.
Poison on Pets I at 4. Delay thus contravenes the intent of FIFRA to keep unsafe
and ineffective products like these collars off the market.

EPA has provided no response at all to NRDC’s tetrachlorvinphos petition,
nor has the Agency provided a specific date when it expects to respond. Rotkin-
Ellman Decl. § 23. EPA’s ongoing delay in deciding NRDC’s petition 1s
unreasonable.

B. EPA’s Delay Is Unreasonable Even in the Absence of a Statutory
Deadline

Although FIFRA contains no specific deadline for responding to a petition to
revoke uses of a pesticide, EPA cannot play “administrative keep-away”
interminably by refusing to grant or deny NRDC’s petition. /n re Am. Rivers &
Idaho Rivers United, 372 F.3d at 420. In the absence of a statutory deadline, EPA’s
obligation under the APA to “conclude a matter” presented to 1t “within a
reasonable time” still applies. 5 U.S.C. § 555(b); see also In re Am. Rivers & Idaho
Rivers United, 372 F.3d at 418.

This Court has repeatedly found agency delay to be unreasonable under the
APA notwithstanding the lack of a statutory deadline for agency action. See /n re
Am. Rivers & Idaho Rivers United, 372 F.3d at 419 (finding six-year delay

“egregious”); In re Int’l Chem. Workers Union, 958 F.2d 1144, 1150 (D.C. Cir.
17
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1992) (finding six-year delay an “extraordinarily long time”); Auchter, 702 F.2d at
1154 (finding three-year delay unreasonable). EPA has failed to give NRDC any
decision for almost five years on NRDC’s tetrachlorvinphos petition. By any
standard, EPA’s delay is unreasonable.

C. EPA’s Delay Affects Human Health and Welfare

EPA’s delay is particularly intolerable because it impacts human health and
welfare. See Auchter, 702 F.2d at 1157-58; Core Commc 'ns, 531 F.3d at 855.
“Delays that might be altogether reasonable in the sphere of economic regulation
are less tolerable when human lives are at stake. This is particularly true when the
very purpose of the governing Act is to protect those lives.” Auchter, 702 F.2d at
1157-58 (citations omitted).

Here, a principal purpose of FIFRA is to protect the public from
“unreasonable risk” from pesticide exposure. See 7 U.S.C. § 136(bb). NRDC has
presented EPA with two studies showing that tetrachlorvinphos residue can easily
be transferred to the skin or clothing of children and adults while petting or playing
with a flea-collar-wearing pet. NRDC Tetrachlorvinphos Petition (citing Miss.
State Univ. Study). Once transferred off a pet, these residues can then be absorbed
through the skin or ingested, resulting in harmful exposure levels. Rotkin-Ellman
Decl. 9 10. High levels of exposure to pesticides like tetrachlorvinphos can cause

symptoms of poisoning. /d. § 8. But more perniciously, low levels of exposure can
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quietly impair children’s neurological development, and may result in disorders
including delays in motor development and attention deficit/hyperactivity disorder.
1d. 9 9. And not only are young children more susceptible to the dangerous effects
of tetrachlorvinphos, young children can have higher levels of exposure because
they are more likely to mgest residues with which they come nto contact. /d. § 11.

NRDC has presented unrefuted evidence that tetrachlorvinphos-formulated
collars pose risks that exceed EPA’s safety threshold. See Poison on Pets I at 9-
11. These risks of exposure are not limited to those who chose to buy flea collars.
For example, NRDC members include veterinarians who frequently interact with
pets, but who cannot control whether those pets have recently worn
tetrachlorvinphos-treated flea collars. Stone Decl. 4§ 7-8. NRDC members also
include parents of young children who cannot always control whether their child
comes into contact with a pet that has recently worn a flea collar. Louchheim Decl.
99 6-7, 9. Given these risks, NRDC members are justifiably concerned about their
own exposure and their children’s exposure to tetrachlorvinphos. Louchheim
Decl. § 10; Stone Decl. § 12. The inability of these individuals to eliminate or
reduce the hazards presented by treated flea collars compounds the

unreasonableness of EPA’s delay. Cutler, 818 F.2d at 898.
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Instead of issuing a decision on NRDC’s petition, EPA has left health risks
unabated in the face of compelling evidence that pet uses of this dangerous
pesticide should be cancelled. The Court should not permit further delay.

D. No Competing Priorities Justify EPA’s Delay

Federal agencies invariably face the challenge of limited resources with
which to address competing priorities. See id. at 896. Here, however, EPA has not
cited competing priorities that would limit its ability to respond to NRDC’s
petition. In light of the amount of time that has passed since NRDC submitted its
petition, any justifications EPA now raises concerning competing agency priorities
have lost force. /d., 818 F.2d at 898 (explaining that an agency’s “justifications [for
delay] become less persuasive as delay progresses™); see also Muwekma Tribe v.
Babbitt, 133 F. Supp. 2d 30, 40 (D.D.C. 2000) (noting that the D.C. Circuit has
found extensive delays are unacceptable notwithstanding competing interests).

The scope of NRDC’s petition 1s modest: NRDC has requested cancellation
of one type of use for one pesticide. NRDC has submitted compelling evidence
that pet uses of this pesticide exceeds EPA’s own safety threshold. EPA has had
ample time to consider any scientific or technical 1ssues raised by NRDC’s
petition. EPA’s justification for its delay, moreover, must be “balanced against the

potential for harm.” Cutler, 818 F.2d at 898. In this case, EPA’s delay has resulted
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1n ongoing exposure to unsafe levels of a toxic pesticide. This harm clearly
outweighs any justification for delay.

E. The Harm Caused by EPA’s Delay Is Serious and Wide-Ranging

The nature and extent of the interests harmed by agency delay also weigh
heavily in favor of a writ of mandamus. EPA’s failure to respond to NRDC’s
petition only perpetuates the underlying harm suffered by NRDC members through
exposure to tetrachlorvinphos. Until EPA decides NRDC’s petition and withdraws
approval of the use of tetrachlorvinphos in pet products, NRDC’s members and
their children will continue to be exposed to this harmful pesticide. See Louchheim
Decl. 99 8-10; Stone Decl. 99 6-8, 12-13.

The prevalence of tetrachlorvinphos-treated flea collars means that exposure
1s wide-ranging. Tetrachlorvinphos RED at 15. Potentially millions of children and
adults may be exposed to harmful levels of this pesticide simply by hugging,
petting, and playing with their pet. Miss. State Univ. Study at 1. And as discussed
above, numerous scientific studies have established that exposure to this type of
pesticide poses serious risks, especially to young children. See supra 11.C. The
Court should order EPA to act in light of the serious and wide-ranging harm posed
by tetrachlorvinphos.

NRDC’s interest in challenging the registration of tetrachlorvinphos is also

prejudiced by delay. Without a final decision on its petition, it cannot challenge the
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merits of EPA’s decision to allow this dangerous pesticide to remain on the
market. The Court should not permit EPA to skirt challenges to this decision by
endlessly delaying final action. Cf. Am. Broad. Co. v. FCC, 191 F.2d 492, 501
(D.C. Cir. 1951) (“Agency inaction can be as harmful as wrong action. The
[agency] cannot, by its delay, substantially nullify rights which the [statute]
confers, though it preserves them in form.”).

F.  The Court Need Not Find EPA Acted in Bad Faith

The Court “need not find any impropriety lurking behind agency lassitude in
order to hold that agency action 1s unreasonably delayed.” 7RAC, 750 F.2d at 80
(internal quotation marks omitted). NRDC has no evidence that EPA is acting in
bad faith. But EPA has failed for almost five years to provide any response to
NRDC’s petition. Whether based on bad faith or extreme inattention, the Court
should find that EPA acted and has continued to act with unreasonable delay.

CONCLUSION

EPA’s failure to respond for almost five years to NRDC’s tetrachlorvinphos
petition 1s unreasonable 1n light of the serious, wide-ranging harm caused by
exposure to this pesticide. NRDC respectfully requests that this Court order EPA to
respond to NRDC’s petition within sixty days by either denying the petition or

1ssuing a responsive rulemaking.
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Dated: April §, 2014

By: /s/ Dimple Chaudhary
Dimple Chaudhary
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
T WWASHINGTON, D.C. 20480

OFFICE OF
CHEMICAL BAFETY AND
POLLUTION PREVENTION

CERTIFIED MAIL

MNovember 6, 2014

Mirtam Rotkin-Fliman

Crina Solomon, MDD, MPH

Mae W, Esg.

Marural Resources Defense Councll
111 Satter Street, 20" Floor

San Francisco, CA 94104

Re: Response to Natural Resources Defense Counctl’s Apnl 23, 2009 Petition Requesting
Cancellation of All Pet Uses of Tetrachlorvinphos

Dear Ms, Rothin-Fllman, Dr. Solomon, and Ms, W

This letter constitutes the Hovironmental Protection Ageney’s (EPA or the Ageney)
response to the Natural Resources Defense Council's (NRIDC) petition dated Aprd 23, 2009
{Petition} requesting that EPA cancel all pet uses of the pesticide tetrachlorvinphes (FCVE). For
the reasons idennified below, the Agency demes NRDC s request to cancel all per uses of TOVP.

The Petition asserrs that EPA’s revised human health risk assessment and organophosphate
{OP) cumulative risk assessment undetlying EPA’s 2000 Reregistration Eligibility Decision (RED)
for TOVP failed to adequately assess residential exposures to pet collars, and also presents NRDC’s
April, 2009 “Issue Paper” entitled “Potsons on Pets T Toxic Chemmieals in Flea and Tick Collars.”
The Perrion conclides that EFA's 2006 RED for TCVP i “arbitrary and capuoicions, and contrary
ro law,” and that “EPA must ... cancel all pet uses of [TCVPL” Pennon at 6. As explained below,
in respanse to NRDC’s Petiton, EPA has conducted an updated non-occupational residential
exposure assessment for all TOVP pet product uses. Based on that assessment, EPA does not find
tisks of concern resulting from pet uses of TOVP and therefore declines today to mnitate
cancellation action against such uses as requested in the Petition. While EPA belicves that the
updated risk assessment addresses the arguments waised in NRDC’s petition regarding whether
TCVYP pet uses pose unacceptable nisks, EPA declines to vevisit the 2006 RED or o perform a new
cumulative risk assessment for organophosphates at this time, and notes that registration review of
TCVP s currentdy underway, pursuant to section 3{g) of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), 7 US.C§ 136a(g), and 40 CER Part 155,

The fiest seciion of this letter discusses the factual backgronnd relevant to NRIDC's Pennon.
The second section of this letter summarizes the clalms made i NRDCs Petstion, The thid
section of this letter responds to those claims by discussing the assumptions, routes of exposure
considered, and conclusions reached in FPAs updated non-oceupasonal residennal exposure
assessment for all TOVP pet product uses, conducted in response to WRIDC's Pention. The fourth
section of this letrer 13 the conclosion
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L Background

%

TCVP is 2 member of the ¢ ophosphiate {OF) dass of pesticides.  Like other (OPs,
TCVP’s mode of action involves the mhibitdon of the enzyme acetylcholinesterase (AChE).

A residential

CUPOSULE A5SCES ent was mmgmq}k Con*pkted iy 2992) in auppmr (\f t%m TR? D Ai‘;d concluded thar

K}

residential risks to handler and post- Apphc.atmn exposure were below the Agency™s levels of concern.
The residential assessment was refined in 2002, Both the TRED and 1998 assessment can be found
in public docket number EPA-HOQ-OPP-2002-0295 at www.regulations.gov. The Agency
completed the OP cumulative tisk assessment in ]u y 20006, and as a result the TCVP TRED and
RED were consudered final at that time, and can be found in public docket number EPA-HQ-OPP-
2006-0618. Anupdate to the OF Camulative risk assessment was completed in August 2006, There
were no risks of concern idenufied in the residential assessment porton of the OP (.,umulatwe,
which considered exposure from the pet uses of TCVP. Addinonally, the registration review docket
for TCVP opened in 2008, and registration seview Is currently on-going. All registration review
documents, as well as the RED, can be found in public docket number EPA-HQ-OPP-2008-0316,

O Jupe 5, 2009, EPA announced receipt of NRDO s Petidon o cancel all pet uses for
TCVP in the Federal Register (74 R 27035} and posted the pettion in public docket number EPA-
HQ-OPP-2009-0308 in regulations.gov for a 60-day public comment period, during which time
mrerested smbeholders could review and comment on the Petition. The public corament pesiod
ended on August 4, 2009, during which time EPA received approximately 8,600 form letters as part
of a mass c:mapaign SUPPOTHNg :“'J RIXC’s petdons o ban TCVP pet uses and propoxut pet collars.’
In addition, the Agensy also recewed a comment from The Humane Society of the United Stares
(HISUS)Y that supported the petgon and a comment from one TCVP registrant, Hartz Mountain
Corporation, which opposed the petition. Substangve comments are Midlmwd i a separate
“Response to Comments”™ document, attached hereto as Appendix A Regarding HSUS's comment
about patential adverse reactions to TCVP of companton animals, the Agency is committed o
studying this tssue more closely o understand what addinonal measures, if any, may be appropriate
to reduce the incidence of these unfortunate and avoidable events. Whale this comment does naot
pertain to the human health issues ruised by NRIDC's Petinon, the Ageney will conduct an in-depth
review and analysis of pet incident data Iesuhmg from pet products that contan TOVE dusing the
tegistration review process for TCVP,

Since the closing of the public comment perod in 2009, the Agency has considered the
Petition to cancel all TCVP pet products and the risks posed by TCVP pet products, C‘-;pt‘i«”ia“}* s
children. EPA has raken numercus steps to evaluate the concerss outlined in the Petition, including
the u)mp on of 4 new TOVE residential vish assessment which smicorporates the most recent
science p oss all available TOVT pet product uses.

ies and 118K assessment methodologies to as
The resulis of this new assessment ave discussed m sectnon 11 of this letter, below.

Yon January 22, 2004, EPA published in the Federal Register, pursuant fo section FIFRA § 6{f}, a notice of receipt
of registrant requests 1o volantarily cance! all propoxur pet collar registrations, Seg 79 F ad_ Beg. 3586 (Jan, 23,
2018, On March 26, 2014, EPA published In the Federal Register ¢ notice announcing EPA's Order for the
cancellation of all propoxur pet collar registrations. See 79 Fed, Reg. 16793 (Mar. 26, 2014). The effective date of
the cancellations that are the subject of that Order is April 1, 2013, Accordingly, by letter dated October 3, 2014,
EPRA denied as moot NRDC's petition seeking cancellation of such registrations.
27112
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Along with the Petition, NRIDC submitted an Apul, 2009 NRIDC “lssue Paper” entited
“Powsons on Pets [T Toxic Chemicals n Flea and Tick Collars” (hereinafrer “Potson on Peps IT7) for
EPA’s consideration of potential exposures ffom TCVP pet collars. However, this “Issue Paper”
consisted only of the study overview and summarized findings along with a methodologieal
appendix, and did not nclude the full study report including all dhe raw data. In a letter dated May
28, 2009, the Agency requested addinonal sclentific formation from NRDC so that EPA could
fully analyze and independently verify the results of the study report, ncluding all raw data and the
protocol for the pet residue study. EPA also requested information on the ethical conduct of the
study regarding the vse of hurnan subjects, as required by 40 CFR § 26,1303 under Subpart M~
"Regquirements for Submission of Informaten on the Fthical Conduet of Completed Human
Research.”

On June 25, 2009, NRIDC submitted a response letter. Although NRIDCs June 33, 2009
letter included a copy of the orginal protocol intended to support NRIX's argument that the
studies underlying the “Poson on Pets {17 report were ot “human studlies” under 40 CFR Pagt 26,
the letter did not include either the scientific information to enable EPA 1o venfy the results of the
study report or the informaton on the ethical conduct of the studies required by 40 CFR§ 26,1303,
NERDC s letter stated:

“NRDC will await FPA’s final determinatinn that the study does not constitute
research with human subjects and that the agency will include it as part of its assessment of
owr petitions. Once BPA makes that final determination, then we will provide the
undetlying data supporting our report.” NRDC Letter, June 25, 2009, ar 3.

In a letter dated August 7, 2009, BEPA wnformed NRIDC that the Agency (EPA’s Office of
Pesticide Programs, in consultation with EPA’s Human Subjects Research Review Officer in the
Office of the Science Advisor) still regarded the two studies desenbed in the “Potson on Pets 1T
report as research with human subjects covered by EPA’s rules in 40 CFR Part 26, “Protection of
Human Subjects.”

To date, NRDC has not submitted the necessary raw data to allow EPA 1o venty the
“Poisons on Pets 1 study findings. No other scientific information has been provided that would
afford the Agency with a mationale to rely upon this study report for regulatory acuons undes
FIFRA. Withour the raw scientific data, this information could not be constdered 1 BPA%s
evaluation of NRIDC's Petttion.

i Petivion Claims

NRIDCs Petition argues that EPA did not assess the exposure from pet collar uses L the
risk assessment underlying the RED), and that assumptions made pertning to toddler exposares to
TCVP were flawed in the OP cumulative risk assessment. WRDC argues that the deasion to
reregister TCYD pet uses was thus arbitrary and capricious and contrary to law, and that risks from
pet uses of TCVD are unacceptable such that HPA should cancel such uses.

NRDC makes the following arguments in support of its position:

o NRDC Argues that EPA Failed to Consider Pet Collar Exposures: NRDC argues
that despite finding that pet collar uses provided the highest exposure levels for adults,
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EPA stll chose not to conduce a risk assessment for pet collars, and that EPA ignored
the possibility that the pet collar uses could expose infants and children to unsafe levels

of TCVER.

o NRDC Argues that EPA Used Faulty Exposure Assumptions: NRDC argues that
the EPA's organophosphate comulative nsk assessment for pet products sigmicantly
underestimated a toddler’s exposure to residuc on a pet from a flea collar. NRIDC arpues
that the TCVYPrsk assessment assumed that toddlers were exposed for no more than
one hour per day, bat the EPA assumed a two howr per day exposure for toddless in the
dichlorvos (DDVP) case. NRDO further argues that EPA’s underesumates nclude the
use of hand-te-moeuth activities at mine tmes per hour, while 2 published review of the
sereniific Werature by EPA sclentific experts indicated an average of 19.6 times per hour
NRDC further argues that the Agenoy fatded to assess indirect hand-to-mouth activity,
which is the exposure from roddlers who touch an object o food with pesticide-
contaminated hands and then put that object-or food into their mouths, while published

studies show that there 1s nogceable indirect hand to mouth activity in infants &nd
children.

o NRDC Argues that Pet Collars Result in Unacceptably High Exposures: NRDC
argues that NRDXCs reporr “Poison on Pets 117 shows that restdues of TCVP on the
pets’ fur are high enough to pose a significant risk to both children and adults who play
with their pets,

I, EPA’s Updared Risk Assessment for Al TCVP Pet Uses

As noted above, in response to NRID Petnon, EPA has conducted an updated non-
occupational restdéntial exposute assessment for all TOVP per product uses. Based on that
assessment, EPA does not find risks of concern resulting from pet uses of TCVI and therefore
declines today to initiate cancellation action against such uses as requested in the petiion, While
EPA believes that the updated visk assessment addresses the arguments ratsed in NRDC's petition
mg;arum& whether TOVP pet uses pose unacceptable risks, FEPA declines ro revisit the 2006 RED or
to perform a new cumulative risk assessment for organophosphates at dus time, and notes that
registration review of TCVP is currently underway, pursvant to FIFRA § 3g) and 40 CFR Part 155.

In developing a response to this Petition, EPA wm»‘siéerf:d, ameng other things, the
information contained in the petifon (to the extent it could withowr obtaining 'xdditmnai
mformation from MRIDCY, new data televant to the assessment of exposure from pet collars (e,
propoxur collar MRID 43"‘8‘)‘90? % and updated residential exposure assessment muhod@bg;m, aticl
the Agency completed 2 dew 3&~1dnntml exposure assessment for all TOVP pet produet uses, entitled

Tetrachlorvinphas: Residential Exposwre Assesswaont in Response m :’frz Naural Resmarces Defenve Council Petition
i Caneed A Pet Uses jor thwmmm?}{pﬁm, dared Novembher 5, 2014 (Attached herero as Appendix B}
This assessment concludes that all risks associated with TL,V? pet products ate below the Agency’s
level of concern (LOC) for all exposure scenarios. The key points of the assessment are outhned
belm r, as part of the evaluation of NRDC’s claims in its Petition.

EPA risk assessments rely on the most recent guidance and risk assessment methodologies
available at the time they are completed. The human health risk assessments that NRDC’s petition
alleges failed to properly identify risks were originally completed in 1998 and 2006, and uiilized
exposure assumptions and methodologies based on Standard Operaung Procedures (SOPs) tor pet
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product risk assessments in place at that ume. The 2014 TCVP residential pet product assessment
assessed restdential handler and post-application risk from exposure to TCVP pet products using
the Agency’s 2012 SOPs for Residential Pesticide Fxposure Assessment {available at

httpe/ Swwwepa.gov/oppO03t Jsclence/EPA-OPP-HED  Residential?2050PS Feb2012.pdf).
Development of the 2012 SOFs included external peer review, including the Agency presenting a
draft of the SOPs to the FIFIRA Scientific Advisory Panel (SAP) for comment in 2009, The
updated residential exposure assessiment also incorporates the following changes:

e the assumpnion of steady state exposures for TOVP exposure assessment;

e updated pomts of departure (Polds) following re-evaluation of the TUVP roxicity database
using the benchmark dose (BMID) technigues consistent with the methods currently used
for other (OPs;

e reduction of the wtal uncertainty factor (UF) for mhalation exposures from 100X to 30X
due to use of the Agency's reference concentiation (REC) and human equivalent
concentrarion [HEC) methodology;

e voluntary cancellation of TV trigger pump spray pet products (EPA Reg: Nos. 2596-122,
2596-123, and 2596-136);

e the re-evaluation of a previously submutted and reviewed pet residue transfer study for
TCVP dust/powder and pump spray formulations; and

8 the use of per residue rransfer study data specifie o eollar formulations.

The following is a summary of the analysis and condusions found in the new 2014 TCVP

residential risk assessment, entitded Tetracblorvinpbos: Restdentinl Excposure Assesment in Response to the
i

Natwral Resources Defenve Cownesl Petition t9 Caneel A Pet Uses for Tetrachloreinpbos.

Toscrepdory and Lncertainty Pactors

Like ather OPs, the mode of action (IMOA)} for TCVP involves inhibition of the enzyme
AChE via phosphorvlation of the serine residue at the active site of the enzyme. This inhibition
leads to accumulation of acetylcholine #nd ultimately to nentotoxicity in the central and/or
peripheral nervous system. For TCVP, AChE inhibition is the most sensitive endpoint in the
roxicology database in multiple spedies, durations, lifestages, and routes.

The woxicology database for TCVP is complete. TCVP has Jow acute toxicity by the oral,
dermal, and inhalation routes of exposute. It is a slight dermal irtitant, 2 moderate eye trritant, and a
dermal sensitizer. TOVD 15 classified as a possible human carcinogen (Group C) based on
statistically sigmficant increases in combined hepatocellular adenoma/carcinomas i mice, and
suggestive evidence of thyroid e-cell adenomas and adrenal pheochromocytomas in rats. The
mutagenicity database for TCVP suggests that this chemieal was not mutagenic in both the gene
mutation assay and primary rat hepatocvie unscheduled DNA synthesis assay, However, this
chemical was posttve for inducing chromosomal aberrations in Chinese hamster ovary cells in the
absence of metabolic activadon, but was negative in the presence of metabolic activation,
Immunotoxicity was not chserved at dose levels that éxceed the Bmit dose. :

As with other OPs, TUVT exhibits 4 phenomenon knowsn as steady state AChE
inhibiton, After repeated dosing at the same dose kevel, the degree of mhibinon comes into
cquilibrivm with the production of new, uninhibited enzyme. At this point, the amount of AChE
inhibition at a given dose remains consistent across dutavon. In general, QPs reach steady state
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within 2-3 weeks, but this can vary among OPs. TCVP shows a shallow dose-response curve for
Qh(ihﬂfﬁbtﬁtﬁbL inhibition; in other words, large increases i administered dose result in only small
changes o ACRE inhibiton.

Based on the robust dataset from the OPF cumulative visk assessment across the OPs,
exposure assessments of 21 days and longer will be conducted for all routes of exposure; i, oral,
dermal, and inhalation, for all single chemical OF assessments. Given this, the 21-day and longer
EXPOSULE a55CSSMENt 18 auamlﬁcexi y supportable and also pmwdcs consistency with the (i

cumutlative risk assesament and across the OP registration review nsk assessments.

The Food Quality Protection Act (FQPA) children’s safety factor (SF) was reduced to 1X
since there 15 no evidence of sensiuvity of the young animal compared to the adulr and there are no
data gaps. A total uncertainty factor {UF) of 100X is appropriate for dermal and incidental aral
routes of exposure (10X for mterspecies extrapolation, 10X for intraspecies variation, and 1X
FQPA SF). Far the inhalation route of exposure, o total SF of 30K (3X for interspecics
extrapolation, 10X for intraspecies variation, and 1X FQPA 8F) is appropriate. The interspecies
extrapolation 1s reduced from 10X v 3X beeavse the reference concentiation (RIC) methodology
for inhalation is used to detetmine a human equivalent concentration (HEC) and takes invo
consideration the pharmacokinétic differences between animals and uumans,

Resrdenteal Handler Ischosnrss

Residential exposures are antunipared from the use of TOVEF pet products. Rﬁ':*%idfmi’-ﬂ
TCNP handler exposures ate anticipated to be short- (1 to 30 days) to intermediate-term (1 to 6
maonths) in daragen. However, because of the steady state AChE inhibivon exhibited by the OPs,
steady state exposutes (21 days and longer) were assessed and presented for residential exposures to
TCVP pet products,

Residental handler exposures to TCVP per products may oceur via the dermal or inhalation
routes while the product is placed on a cat or dog. A steady state residential handler expost
assessment (combined dermal and mhalarion) was performed for homeowners applying TC
products to cars and dogs. A residential bandler cancer assessment was conducted due to TCVE
sible human carcinogen by the Agency with a im ear low-dose

approach for quantification of risk using the oral slope factor ((31%) of 1.83 < 107 (mg/kg/day) .

AR

being classified as 2 Group ( po

A series of assumptions and exposute factors served as the basis for completing the
residenvial handler nisk assessment, which are detailed below,

?czr the ‘3«(}‘}3’ 8 1t %% 'wsumcd that rmjdentjai Emﬂdier‘; of pm rreatment products will treat two
amount o use pe anirral wmght daa:. al WS for de{m;mamn af the maximum application rate.
Fog FOVP pump sprays, all regisrered products divect the user to apply a specific number of

“strokes” per animal size. In order to determine the amouny of active ingredient {a.d.) applied per
treatmetit as specified by number of strokes, EPA requested additional ] information t om a product
registrant, Hartz Mountain Corporation, which holds most of the TCVP pet product registrations.
Hartz provided information regarding the total volume of product released per stroke for pump
and trigger spray produces; 019 and (193 grams, respectively. Only wigger spray prodduces are
av 'ulahiu for dews‘ however, both puttp and trgger spray pmdm,ta are available for cats.
Addidonally, Harte Mountain Corporation qnhmjtted an applicatton for amendment to the product
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lalrel of EPA Reg. No. 2596-140, which was apprav ed by the Agency in March 2014, o
recommend a 1 umbtr of st k{.s pu. animal size. The specific mu.mbm of strokers per animal stze
18 located in Table 4.0 in the 2014 residential assessment, Previously, a number of strokes per
cat/dog was not recomm t'fﬂdt’ii."i.

For TCVT collars, the applicator 18 directed to cut off and dispose of any excess length
once the product is fit and bue ted into place. As described in the SOPs, because the exact | mgrh
cannot be determined, the corresponding a loss cannot be quantified and, therefore, exposure is
conservatively assessed assuming the full collar length.

A series of gssumptons and exposure factors served as the basis for completing the
reswdential handler sk assessment, Hach assumption and factor is detatled m the SOPs.

posures and <lren

Linet Freated or Ameoint Hondind: Chemeal-specific unir exposure data were
provided in support of the residential handler risk assessment for the dust/powder formulations
only (MRID 45519601 The study, “Determination of Dernmal and Inhalation Exposures to
Tetrachlorovinphos {TCVP Durmg the Apphication of an Insecticide Powder to a Dog,” was
previously reviewed by the Agency in January 2002 and determined to be accepiable, and the data
was reflected in the TRED for TCVP in 2002, These exposure data were used as a surrogate to
estimate handler exposures from the TCVP dust/powder products. The study resulted In average
unit exposutes for the dermal and inhalation routes of exposure of 1,700 mg/Ib 2.1 and 3.1 mg/Ib
a.l., respectively.

{11 the absence of exposure data for residential handiing of pet collars and pump/teigger
sprays, the Agency used exposure values from the 2012 Residential S3OPs: Treated Pets as a
surrogate to estimate handler exposures. Surrogate exposure data for a groomer trigger pump spray
application to dogs was used to estimate handler exposures from TCVP pump spray products. No
exposure data are available for assessment of handler exposures from the application of collars, In
the absence of formualation-specific data, exposure data for spot-on applications was used to
estimnate handler exposures from the TOVP collar products,

posrre Daratinn: Residential handler expuosure &5 expected ro be short-rerm in duration.
Intermediate- and long-term exposures ate not likely beeause of the intermirtent natare of
applications by bomeowners. Steady state exposures {21 days and longer) were assessed and
presented for residential handler exposures to TCVP pet products because of the steady state AChE
inhibiticn exhibired by rhe OPs.

Days per Year of Excpesure: For the purpose of assessing residential handler cancer
exposure/risk from TCVP product application, EPA has assumed four days per year for collars, and
6 days per vear for dusts/powders and pump sprays. The collar is based on a worst-case assumption
of a single applicarion every three months. Collar re-tearment mrervals range from three o seven
months. EPA assumed a'bi-monthly re-treatient interval for dusts /powders and pump sprays.

Years per Lifetime of Excposure and Uifetime Fixpectany: It is assumed that residennal handler
exposure would ocour for 50 years out of & 78 year hifesy
conservative estimate of the number of years an individual could continually use a single pesticide
pmdm‘r Life expectancy values are from the Exposure Factors Mandbook 2011 Edison Table 18-1

(LS EPA, 2011). The table shows that the overall life expectancy is 78 years based on life
expectancy data from 2007, In 2007, the average hife expectancy for males was 75 years and 80 years

san, Thas factor is routinely used as a
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for females. Based on the available data, the tecommended value for use in cancer risk assessments
ey
1$ 78 years.

Restdentind Handfer Risk Estimates aud Conclustons

EPA concluded that residential handler adults) combined steady state {dermad and
inhalation) exposures ate not of concern to the Agency 7z, all agprepate risk indexes (ARIS) are
greater than 1) from application of any registered TCVP pet products. A complete listing of all
ARIs can be found in Table 5.1.1 in the 2014 residential assessment. The ART approach was
required to combine the dermal and inhaladon routes of exposure because of the different LOUs.
LOCs recommended for the derimal and inhalation routes of exposure ate marging of exposure
(MOEs) of 100 and 30, respectively. ARIs of less than 1 indicate sisks of concern, The AR
approach normalizes MOEs from thhrem routes to an LOC of 1 to muiimm aggt
25 deserhed m the Agencey's Geaerad Prinaples

zation of risks,
or Performing Aggrepate Foxposure and Rivk . A wessprents,

Esumated residential handler cancer risk estimates range from 107¥ to 107, which are below
the Ageney’s LOC, A complete Bsting of all residential handler cancer exposure and tisk estimates
can be found in Table 5,12 10 the 2014 residennal assessment.

Resedential Post-atipfication Eoposnre

EPA identified that there is the potenual for post-application exposure for mdividuals
exposed as 2 result of contacting a cat or dog previously treated with TCVP pet products. The
quantitative exposute sk assessment for residential post-application exposures 18 based on the
following scenaros:

Post-apphicaton.dermal (sdults and children 1 1o < 2 vears old) exposure from contacting cats
and dogs treated with TCVP; and
2) Post-appheation meidental oral exposure {children 1 1o < 2 years olds only) from contacting cats
and dogs treated with TCVP.

Residential post-appheation inhalation exposure 1s expected to be negligible from TCVP pet
products and, thus, & quantitative assessment was not performed, Per the Residential SOPs, the
mm‘hmatmn of low vapor pressure (2.6 <107 mmHg at 25°C) and the small amounts of pestcide
applied to pets is expecred ro result in negligible levels of chemucal in the air, and therefore negligible
inhalation exposares.

-‘1}

A sertes of assumptions and exposure factors served as the basis for completung the
residential post-application risk assessment. Bach assumption and factor is detailed 1n the SOPs.

Fsposure Date: Sutrogate and chemical-specific residue transfer studies weye used for
assessment of post-application exposutes from registered TCVP pet products. These exposure data
include the following residue rransfer studies: propoxur collar (MRID 48589901); and TCVP
powder and pump spray (MRID 454855013,

T hatpwww epa. gov/opplB00 L irac/sclence/aggregate. pdf
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EPA previously conducted a data evaluation record (DER) of the TCVP exposure study for
aerosels, powders, and pump sprays” in 2001, In support of the Agency’s response to the NRDC
peation, the study has been re-evaluated based on current standards of conduct for per residue
transfer studies’. The re-evaluation of the TCVP residue transfer study resulted in a number of
changes from the 2001 DER. Table 5.2.1 from the 2014 residential assessment below presents a
compatison of the methods used to evalvate the study data.

Handwipe residue data were cotreoy

field forification recoveries <O0%

ed for wverage andwipe residue data were corrected for average

field fortification recoveries <120%.

TCVP residues on hands wn pp/ cmwere caleulated |y v . . . .
. " ® 5 RE TCVY resicdues are caloulaed in g/ oro? using the
usityg the surface ares of the stroking aree (defined N iy S e L
4 e surface area of the entire dog, based on the wegght
as length of dog x length of wiady pgtrm.lpmt E . ‘
hand) = ; ’ of the test aninal,
s

The pereent of apphed TCVP dislodged by the
hand following treatmens was calvalased based on
the amount of TV residue on the swoling area
which was determined from extrapolating mmdims.
detected in fur samples From a shaved ares o the

The percent of applied TCVP wansferced to the
hand was calcolated based on the wtal amount of
active ingredient applied to the dog (calculated as
the amount removed from container in grams x
actual percent active ingredient i test product),

aren of the sivaking aves.

The revised regreszion analyses were conducted
using the percent of applied dose transferred w the
hand.

Regression analyses were conducted using the
Hdue data i pg/ omd

it should be noted that the TCVP powder and puind spray post-application exposurs study
was not conducted in @ wanner reflective of current standards thar require a defined steoking
procedure and greater number of petung simulations. That is, the per is to be stroked in a single
maotion with the grain of the fur starting with both sides {along the ribeage) of the cat or dug and
followed by the same monon along the back (dorsally) from the base of the neck o the tad. The
owo sides and back, 6 this order, ancount for one petting simulation. A total of 20 petting
amulatoas {or 60 siroking motions) are currentdy required. In the TCVE post-application exposure
stady, the dogs were stroked on only one side of the treated dog’s back from head to mump five
ames. Mowever, the study was reflective of currens policy regarding pet residue trunster studies at
the time that it was conducted. In arder to account for the differences between the TOVE post-
application exposure study and the cutrenty recoramended standard, the Agency used the maxumum
observed percent residue transfer on the day of producr application (Day 03 for both formulations
for exposure and risk quantification. Typically, the Agency assesses post-application risk with use of
the mean pereent residoe transfer measured on Day {; the vse of the maximum value results ina
mote health protectve risk assessment. Even though the post-appheation exposure study methods
have evolved, the TCVP study emploved a rigorous collection method and s not anvicipared o
underestimate exposure.

Y& Hanley, Re-evaluation of Determination of the Dislodgeability of Tetrachlorvinphas (TCVFP) from the Fur of
Dogs Following the Application of an Inyecticide FPowder, Pump Spray or Agrosol 32502, D2T7343.
YW, Britton, Totrachlorvinphos: Reevaluation of “HED s Review of Determination of the Dislodgeability of
Fatrachivrvinphos (TCVP) from the Fur of Dogs Following the Application of an Insecticide Powder, Pump Spray
or Aerosof; MRID 43485301 §/16/14, D405,
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Expasure Diwragion; Restdential pmt«qpphmmon e po»urc s expected to be shore and
mntermediate-term for dust/powders and pump/uigger spravs. For pet collars, post-application
exposures s expected 1o be long-term {greater than &6 months) due to the potential for extended
usage 11 more temperate patts of the country, and the longer active fifetime of pet collar products.

Again, bécause of the steady state AChEI inhibwnon exinbited by the OPs, steady state exposures (21
days and longer) were assessed and presented for residential poxtnlpmetmn cxposures to TCVP
pet products.

Fland-to-Mouth IZvens Fregrency: The 2012 Residential 3OPs include a frequency estimate of
20 s the modeled number of hand-ro-mouth events pet hour for children 1-2 years old. There are
currently no data avatlable that speafically address the number of hand-to-mouth events that occur
refagive 1o the amount of time that a child spends with a pet. As a resuly, the estdmate for frequency
of hand-to-mouth events in mdoor environments is based on the Xue et al. (2007)° mer-analysis of
child hand mouthing fréguency. The mdoor data were sclected, even though child exposure o
treated pers can cocur exher indoors or outdoars, because the wndeor data result i a greater
fraqm:nmf of contacts and, therefore, a more health protectve nsk assessment. Please see Table AZ
i Appendix A of the 2014 residential assessment for more information on hand-to-mouth exposure
mp [iicH

Years Per Lifetime of Esgposure and Lifatime Expectansy: It is assumed that residential post-

application exposure would oceur for 50 years out of a 78 year Wfespan, This factor is rouunely used

as 2 conservadve esamate of the number of years an individual could connnually use a single

pebUcmL proaud Life expectancy valnes are from the Exposure Factors Handbook 2011 Edition
Table 18-1 {ULS EPA, 20113, The table shows that the overall life expectancy 1978 years based on

life expecancy (’mm from 2007, In 2007, the average life expectancy for males was 75 years and 80
vears for fetnales. Based on the available data, the recommended valne for use in cancer risk

assessments s 78 vears.

Pot Contact: For the purpose of determining exposure to treated pets, the 2012 Residential
SOPs make use of mansfer coefficients (TCs). TC 15 an exposure rate for a selected acnvity which
involves contact with a source, such as children plaving with treated pets or on wreated rurf, The TC
concept s 2 long-standing established approach used to estimate residenual, as well as occupational
exposures, and is the basis for the Agency’s post-applicaton exposure guidelines®. A TC is derived
by taking the ratio of stady volunteer dermal exposure per unit time (tmg/he}, and the concurrent
measure of residue teansfer. Ideally, dermal exposure is based on activities representative of the use
pattern and residue transter is determined by use of an established methaod specific to the use
patrern. For pet exposutes, TCs can be defined as animal swrface area contact per unit time
{om/hy),

Cusrently, there 18 no exposure study avadable using [ypicai adult and child actvites with
pets and a concurrent rransfershle residue {TR) measure, In the absence of direct exposure data for
residential gctivities with pets, the Agency concluded that studies conducted to monitor pet
grooming activities are likely to result in 2 highly protective estimate of pet contact selative to

F Xue, ¥, Zantarian, V., Mova, J., Freeman, N, Beamer, P, Black, K., Tulve, M., Shalat, 5. {20073, A Meta- Analy
of Children's Hand-to-Mouth Freguency Data for Estimazmg Nondietary Tngestion E?\pm wre, Risk Anabysis,
234114200
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contact associated with pernng, buggiag, or sleeping with a pesacide-treated pet. These data were
gathered while human volunteers applied dust/powders and sha mpfm products to various dogs of
differing sizes and fur lengths. Since these individuals extensively handled the dogs, it is expecred
that their resulting cxpos

asve highet than would be reasonably anticipared from routine conpact
with treated pes. The volunteers 1n the shampoo study, who were professional groomers,
shampooed 8 dogs for 5 minutes each, rinsed, and lifted them to counters for drying and combing
resulting i very high exposures. In the dust study, volunteers applied dust via shaker can 1o 8 dogs
cach and then rubbed the dusts into the dogs” coats. The applicator studies were not conducted in a
manner which measured TR, or active ingredient pet surface area. Therefore, the residue available
on the animal for transfer was predicted by multiplying the atithmetic mean fraction of application
rate from the analysis of all hquid formulated product data sets presented in the 2012 Residential
sOPs, 0.96%. This approach has the effect of increasing TC estimates, thus resulting in TC values
which are maore protective of human health. Furthermore, the seleetion of the mean value, in Hen of
the screening level fraction apphication rate (F.x) value, 2%, further increases the TC estimates with
use of the dust and shampoo studies.

E.?cf}().m?}? Tipe: The exposure ome (ET) assumption used to assess residendal post-
application exposure to TCVE pet products s dertved from a study which sought to evaluate the
times that individuals spend performing different activities around the home. Based upon the 2012
Residential 5OPs, the pownt estirnates recommended for adult and child E'T with pets are 0.77 and 1
hours, respectively, In the study, antmal care 1s defined as “care of houschold pets including
activities with pets, plaving with the dog, walking the dog and caning for pets of relatives, and
friends” The data identified the tme spent with an an mmi swhile pumtmmg household activities as
recorded m 24 hour diartes by study volunteers. While the activities defined do not necessartdy
represent the time volunteers were actively engaged in constant contact with the animal as is impheit
in the post-application dermal and ncidental oral algorithms, the data are the most accurate
representation of thme spent with pets avatlahle and, therefore, 1 is assurmed that contact is continual
throughout the dmed activity, The Agency assumes the ET value reflects a reasonable high end
estimate of time spent in contact with a dog treated with TCVP pet products.

When use of the study dara are coupled with high end assumptions of pet contact, the result
Is an exposure assessment that inherently implies vigorous, continual contact for the entire duranon
of contact. While it is possible that an adult or child may bein close contact with a pet
intermittently thtfﬂ}ghunr the day, they would not be actively engaged 1n the highly vigorous contact
imphied by use of the TCs based on the applicator exposure data for the full exposure duration
assumed. Further, it is possible that adults or children may be exposed from sleeping with o treated
pet; however, Y.hty are notactively engaged 10 a high level of contact, or the repeated mouthing
behaviors exhibited by children during waking hours, which are inherently assumed in the
assessment conducted.

Residfenticd Post-applicateon Rosk Estimaies and Conclusions

Residential post-application steady state adult dermal {only) exposure and children 1 to 2
years old combined {dernl and incidental oral m'prm wres) are not of concern to the Agency (e, all
ML}L‘O are greater than 100} for all TCVP per produces assessed. The combined MOE appmach
was used because the dermal and incidental oral routes of exposure have the same LOC, MOEs
under 100 indicare risks of coneern, The residential post-appheaton MOEs range from 270 to
43000, A complete Hsting of all MOEs can be found in table 3.2.2 in the residential assessment.
Fistimated residential handler cancer risk estimates range from 107 to 107, and residential post-

18712
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applicauon cancer usk estimates range from 107 to 107, which are below the Agency’s LOC. A
complete histing of all residential post-application cancer exposure and risk estimates can be found
in Table 5.2.3 in the 2014 residental assessment.

It should also be noted that the evaluation of the potential residential post-application health
risks from exposures to cats and dogs treated with TCVYD pet products is conservative. The nsk
estimates caleulated are based upon protectve assumptions of TCVP hazard, product application
rates, durations of exposute, and contact with the treated anirmal, and they make use of the best
avatlable post-application exposute data,

For a more detailed explanauon of residential exposure from the use of pet products
contaming TCVE and the Agency’s conclusions, please refer w the 2014 TCOVP residenual nsk
assessment, entitled Tesrachlorpinphor Residential Erposure Asessment in Response vo the Natural Resonrces
Defense Comnerd Petition to Cancel AN Pt Ulses for Tetrachlorvinphos.

Iy, Conclusion

The 2014 residential assessinent discussed above uses appropriate, vahdated methodologies
ro caleulate potential exposure to TCVT pet products and shows that all identfied risks assoctated
with TCVP pet uses (inclading pet collars) result in nisks that are below the Agency’s level of
Again, while

CONCeEn.

EPA belicves thar the updated tisk assessment addresses the arguments raised
in NRIDC’s petition regarshing whether TCVTE per uses pose unacceprable wsks, EPA dechines e
revistt the 2006 RED or to perform 2 new cumulative sk assessment for organophosphates at this
e, and notes that registration review of TCVP is currently underway, pursuant to FIFRA § 3(g)
and 40 CFR Part 155, Theretore, NRDC’s pettion to cancel all pet uses for TCVP due to alleged
tisks of concern is hereby dented.

Please contact Kelly Ballard at (703) 305-8126 or ballard kelly(@epa.gov, ifyou have any
questons or concerns regardiny this response.

iy,

3

ot
\\\\Cﬂ \iwv \

| \\
‘ j\?ack F.oH timx&.;ﬂgffffg Director

Y Office of Pesticide Programs
Lol
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Case No.

UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

NATURAL RESOURCES DEFENSE COUNCIL, INC.,
Petitioner,
v.
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY,

Respondent.

PETITION FOR REVIEW
Of An Order Of The U.S. Environmental Protection Agency

Mae Wu Susannah Landes Weaver
NATURAL RESOURCES DEFENSE Kelsi Brown Corkran

COUNCIL ORRICK, HERRINGTON & SUTCLIFFE
1152 15th Street, NW, Suite 300 1152 15th St. NW

Washington, D.C. 20005 Washington, DC 20005

Telephone: (202) 289-6868 Telephone: (202) 339-8400
mwu@nrdc.org Facsimile: (202) 339-8500

sweaver(@orrick.com

Counsel for Petitioner

Dated: January 5, 2015
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PETITION FOR REVIEW

Pursuant to Rule 15 of the Federal Rules of Appellate Procedure and section
16(b) of the Federal Insecticide, Fungicide, and Rodenticide Act, 7 U.S.C.
§ 136n(b), Natural Resources Defense Council (“NRDC”) hereby petitions this
Court to review and set aside the final order of the U.S. Environmental Protection
Agency (“EPA”) denying NRDC’s request to cancel all pet uses of the pesticide
tetrachlorvinphos (Chemical Abstract Number 22248-79-9). The challenged final
order was announced in a regulatory decision document that was entered on EPA
docket EPA-HQ-OPP-2009-0308 with a date of signature of November 6, 2014,
The order became final on November 20, 2014, at 1:00 p.m. eastern time, pursuant
to 40 C.F.R. § 23.6. A copy of this final regulatory decision document is attached

as Exhibit A to this petition.

Dated: January 5, 2015 Respectfully submitted,

/s/ Susannah Landes Weaver
ORRICK, HERRINGTON & SUTCLIFFE
1152 15th Street, NW

Washington, D.C. 20005
Telephone: (202) 339-8500
Facsimile: (202) 339-8400
sweaver (@orrick.com
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ORAL ARGUMENT NOT YET SCHEDULED
No. 15-70025

UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

NATURAL RESOURCES DEFENSE COUNCIL, INC.,
Petitioner,
V.
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY,

Respondent.

RESPONDENT’S OPPOSED MOTION FOR VOLUNTARY REMAND

Pursuant to Federal Rule of Appellate Procedure 27, Respondent United
States Environmental Protection Agency (“EPA™ or “Agency”) hereby moves for a
voluntary remand of EPA’s November 6, 2014 response (“the Response™) to
Petitioner Natural Resources Defense Council’s (“NRDC”) April 23, 2009 Petition
Requesting Cancellation of All Pet Uses of Tetrachlorvinphos. Counsel for NRDC
have represented that NRDC opposes this motion.

This case concerns EPA’s administration of the Federal Insecticide,
Fungicide, and Rodenticide Act (“FIFRA”) and EPA’s response to an

administrative petition requesting that the Agency cancel all registered pet uses of
APPO77
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a pesticide, tetrachlorvinphos. In its Response, EPA concluded that cancelling
registration of tetrachlorvinphos for pet uses was not warranted based, in large
part, on a risk assessment that EPA conducted in response to NRDC’s 2009
petition.! However, as part of its independent statutory obligation to periodically
evaluate pesticides to ensure that they continue to meet registration standards, EPA
1s in the process of preparing a new risk assessment for tetrachlorvinphos. EPA
anticipates that this new risk assessment—a draft of which will be released by the
end of this year—will differ in a number of material ways from the earlier
assessment relied upon by EPA 1n responding to NRDC’s petition. EPA intends to
review its prior response in light of the new risk assessment. Accordingly, remand
would best serve the interests of judicial economy. EPA’s reevaluation of its
Response in light of the new risk assessment could moot or significantly narrow
the 1ssues raised by NRDC in thus litigation.
BACKGROUND

FIFRA, 7 U.S.C. §§ 136-136y, requires EPA approval of pesticides prior to
their distribution or sale and establishes a registration regime for regulating the use
of pesticides. 7 U.S.C. § 136a(a). EPA must approve an application for pesticide

registration if, among other things, the pesticide will not cause unreasonable

! The Response is attached to NRDC’s Petition for Review [Dkt 1-2].
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adverse effects on the environment. /d. § 136a(c)(5). Section 3(g) of FIFRA, 7
U.S.C. § 136a(g), requires EPA to periodically reevaluate pesticides through a
process known as “registration review’” in order to ensure that they continue to
meet the standards for registration.

Tetrachlorvinphos is a member of the organophosphate class of pesticides
that act by inhibiting the enzyme acetylcholinesterase. Tetrachlorvinphos was first
registered in 1966 and is primarily used on livestock and pets to control insects like
fleas. In 2006, EPA reregistered tetrachlorvinphos after conducting a residential
risk assessment for exposures to tetrachlorvinphos and a cumulative risk
assessment for exposures to all organophosphates.” See Response at 2.

On April 23, 2009, NRDC petitioned EPA to cancel all pet uses for
tetrachlorvinphos, arguing, among other things, that EPA’s tetrachlorvinphos risk
assessment failed to take into account exposures from pet collars. See Ptr.’s Br.,
ER58-ER63 [Dkt. 16-3]. In response to NRDC’s 2009 petition, EPA conducted a

residential risk assessment of the pet uses of tetrachlorvinphos (including pet

2 The process EPA uses for evaluating the potential for health and ecological
effects of a pesticide is called risk assessment, which 1s part of a risk management
process. In registration review, that risk assessment includes an ecological risk
assessment, a human health risk assessment, and, when appropriate, a cumulative
risk assessment (evaluating the risk of a common toxic effect associated with
concurrent exposure by all relevant pathways and routes of exposure to a group of
chemicals that share a common mechanism of toxicity).

3
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collars) using the most recent science policies and methodologies available at the
time. As explained in the Agency’s Response, EPA concluded in its risk
assessment that the potential risks of exposure to tetrachlorvinphos from pet
products were below the Agency’s level of concern. See Response at 4-12. EPA
relied on this risk assessment, among other things, when the Agency denied
NRDC’s request to cancel all pet uses of tetrachlorvinphos on November 6, 2014.
As part of its ongoing registration review for tetrachlorvinphos and other
organophosphate pesticides, EPA’s Office of Pesticide Programs is conducting a
new risk assessment for all uses (not just pet uses) of tetrachlorvinphos.
Declaration of Richard Keigwin, Jr., § 4, attached as Exhibit 1. Although this risk
assessment 18 being conducted as part of an ongoing registration review and
independently from this litigation, EPA will be considering many of the scientific
1ssues raised in this litigation in preparing the risk assessment. /d. 9§ 6. This new
risk assessment is likely to differ in a number of ways from the earlier risk
assessment relied upon by EPA 1n responding to NRDC’s petition. Most notably,
it is EPA’s current intention to retain the presumptive tenfold margin of safety
identified in section 408(b)(2)(C) of the Federal Food, Drug, and Cosmetic Act, 21

U.S.C. § 346a(b)(2)(C), in the new risk assessment, see Keigwin Decl. ¥ 5; this
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tenfold safety factor was not retained in the earlier assessment.® The issue of
whether the tenfold safety factor should have been retained in the earlier
assessment 1s an important issue raised by NRDC 1n this case. See Ptr.’s Br. at 37-
46.

EPA expects to 1ssue a draft of the new risk assessment by the end of 2015,
1.e., in the next three months. Keigwin Decl. § 4. EPA will publish the draft risk
assessment in the Federal Register and open a 60-day public comment period. /d.
99 7-8. Once EPA has considered any public comments submitted, the Agency
will finalize the risk assessment. /d. § 10. EPA intends to then issue a revised
response to NRDC’s 2009 petition, considering the new final risk assessment for
tetrachlorvinphos, within 90 days of finalizing that new assessment. /d.

EPA approached NRDC in mid-August 2015 to discuss EPA’s intention to
review its Response to NRDC’s petition 1n light of the registration review risk
assessment. EPA advised NRDC of its intent to retain the presumptive tenfold
safety factor in the development of the registration review risk assessment. EPA
further notified NRDC that, when preparing the new registration review risk

assessment, EPA intends to consider all of the other major concerns raised by

3 The Food Quality Protection Act, which amended FIFRA in 1996, requires EPA
to apply “an additional tenfold margin of safety” to protect against harm to infants
and children, unless EPA has “reliable data” that a different margin of safety “will
be safe for infants and children.” 21 U.S.C. § 346a(b)(2)(C).
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NRDC 1n its August 5, 2015 opening brief [Dkt. 16] in the context of the evolving
science on organophosphates. On September 18, 2015, following lengthy
discussions between the parties, NRDC counsel represented that they would
oppose this motion for remand.*
ARGUMENT

“A reviewing court has inherent power to remand a matter to the
administrative agency.” Loma Linda Univ. v. Schweiker, 705 F.2d 1123, 1127 (9th
Cir. 1983) (citation omitted). “[I]t is generally accepted that in the absence of a
specific statutory limitation, an administrative agency has the inherent authority to
reconsider its decisions.” Macktal v. Chao, 286 F.3d 822, 825-26 (5th Cir. 2002)
(citation omitted); Trujillo v. Gen. Elec. Co., 621 F.2d 1084, 1086 (10th Cir. 1980)
(noting that “the power to decide in the first instance carries with it the power to
reconsider”) (citation omitted). This authority includes the right to seek voluntary
remand of a challenged agency decision, without confessing error. SK/° USA Inc.
v. United States, 254 F.3d 1022, 1029 (Fed. Cir. 2001).

While the reviewing court has discretion on whether to remand, voluntary

remand 1s appropriate where the request is reasonable and timely. Macktal, 286

4+ EPA’s response brief is currently due October 5, 2015. Pursuant to Circuit Rule
27-11(a)(3), the filing of this motion stays the briefing schedule pending the
Court’s disposition of the motion.
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F.3d at 826. “Administrative reconsideration is a more expeditious and efficient
means of achieving adjustment of agency policy than is resort to the federal
courts.” B.J. Alan Co. v. ICC, 897 F.2d 561, 562 n.1 (D.C. Cir. 1990) (quoting
Commonwealth of Pa. v. ICC, 590 F.2d 1187, 1194 (D.C. Cir. 1978)). “Generally,
courts only refuse voluntarily requested remand when the agency’s request is
frivolous or made in bad faith.” Cal. Cmtys. Against Toxics v. EPA, 688 F.3d 989,
992 (9th Cir. 2012) (citation omitted).

Here, EPA is conducting a new assessment of the potential risks of exposure
to tetrachlorvinphos with the benefit of scientific policies and methodologies that
have evolved since the Agency’s 2014 Response. As part of that new assessment,
EPA currently intends to retain the children’s tenfold safety factor, and also intends
to address the other major concerns raised by NRDC in this proceeding. Based on
the new assessment, EPA further intends to reevaluate NRDC’s petition and revise
its Response as appropriate.’

Remand of EPA’s Response will serve the interests of judicial economy by

possibly mooting or significantly narrowing the issues that NRDC has raised in

> Although EPA intends to reevaluate NRDC’s petition based on new scientific
evidence, EPA does not admit that it erred in denying NRDC’s petition based on
the record before it at the time of the decision.
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this litigation.® Additionally, remand will serve to improve the record as EPA’s
renewed response to the arguments raised by NRDC 1n its petition for cancellation
of the pet uses of tetrachlorvinphos will be informed by the conclusions reached in
the new risk assessment.

Granting this motion additionally promotes efficiency because remand is the
ultimate outcome that NRDC seeks in this litigation. See Ptr.’s Br. at 71 (“[T]he
case should be remanded to EPA to cancel the registrations for TCVP pet products
or adequately explain why refusing to do so does not result in unreasonable
adverse effects to children’s health.”). Thus, even if NRDC prevailed in its
challenge to EPA’s 2014 action—an action that is being reconsidered by EPA"—
there would still need to be further administrative proceedings regarding whether
any cancellation of the registrations is warranted, and it would be EPA’s

responsibility to set a reasonable timetable for responding to NRDC’s petition on

® EPA was not in a position to seek remand of its Response until after NRDC filed
its opening brief on August 5, 2015, because registration review proceeds on an
independent timeline. Nonetheless, EPA 1s committed to considering the major
arguments raised in NRDC’s brief, which will maximize the effectiveness of
remand and ensure that NRDC’s efforts preparing its brief were not wasted.

7 EPA does not confess any error based on the record before EPA at the time of
the 2014 action.
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remand.® EPA is simply proposing to move forward with remand now, rather than
wasting judicial and governmental resources litigating over an earlier decision that
EPA is already in the process of administratively reconsidering. Denying EPA’s
motion for voluntary remand would just compel EPA to devote limited resources
to this litigation, as opposed to completing the ongoing scientific review process.

EPA intends to conclude reconsideration of NRDC’s petition within a
reasonable period of time. Specifically, EPA intends to issue the new draft risk
assessment by the end of 2015, publish the draft risk assessment for the 60-day
comment period, and issue a revised response to NRDC’s petition within 90 days
after finalizing the risk assessment. While EPA cannot determine how long 1t
would take to issue a final risk assessment until it sees the volume and complexity
of public comments that may be submitted in response to the draft risk assessment,
EPA will be able to provide an estimate of how much time 1t would take to
complete the final assessment within 45 days of the close of the comment period.
Keigwin Decl. 9 10.

In short, remand would promote judicial and governmental economy by

possibly mooting or significantly narrowing the issues that NRDC has raised in

8 Mandamus is the appropriate remedy for any unreasonable agency delay. See,
e.g., NRDC v. FPA, 489 F.3d 1364, 1375 (D.C. Cir. 2007). See also Int’l Union,
United Mine Workers of Am. v. Dep’t of Labor, 554 F.3d 150, 155 (D.C. Cir. 2009)
(declining to impose schedule on remand).
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this litigation, and by facilitating the Agency’s ability to devote its limited
resources to completing the scientific review process rather than to this litigation.
CONCLUSION
For the foregoing reasons, EPA respectfully requests that the Court remand

the Response to the Agency for further consideration.

Dated: September 25, 2015 Respectfully submitted,

JOHN C. CRUDEN
Assistant Attorney General
Environment & Natural Resources Division

s/ Erica M. Zilioli

ERICA M. ZILIOLI

U.S. Department of Justice
Environmental Defense Section
P.O. Box 7611

Washington, DC 20044
Telephone: (202) 514-6390
Facsimile: (202) 514-8865
Erica.Zilioli@usdoj.gov

Of Counsel:

BENJAMIN WAKEFIELD
Office of General Counsel
U.S. Environmental Protection Agency

William Jefferson Clinton Building North
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460
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No. 15-70025

UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

NATURAL RESOURCES DEFENSE COUNCIL, INC.,
Petitioner,
V.
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY,

Respondent.

DECLARATION OF RICHARD P. KEIGWIN, JR. IN SUPPORT OF
RESPONDENT’S MOTION FOR VOLUNTARY REMAND
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L Richard P Ketgwan, Jr., state the following:

1. t declare that the following statements are true and correct 1o the beat
of my knowledge and belief and are based upon my personal knowledge and/or my
review of information contained in the records of the United States Eavironmental
Protection Ageney ("EPA” or the "Agency™) or supplied by current emplovees,

2. I am the Director of the Pesticide Re-evaluation Division ("PRD” ) in
EPATs Office of Pesticide Programs (“OPP”) | have worked for EPA for over 258
years, Since August 1993, 1 have served in various positions within OPP,
ncluding Acting Director of the Biological and Economic Assessment Division
(“BEAD™) from March 2003 to February 2006, 1 was the Director of BEAD from
February 2006 to Januvary 2009, | have been the Director of PRI, formerly the

special Review and Revegistration Division, since January 2009

(5]

PRI is the division assigned with the responsibility to develop EPA's
regulatory position regarding the re-evaluation of conventional pesticides that are
currently registered under the Federal Insecticide, Fungicide, and Rodenticide Act
{FIFRA™L Part of PRIYs responsibility includes overseeing the periodic

“registration review” of conventional pesticides as required by section 3{g) of

.

-
-~

B

FIFRA. 7 ULS.C 4 [30alg)

£

4, The pesucide tetrachlorviphos (“TCVEP™) 1s currently undergoing
registration review, per FIFRA § 3(g), 7 US.C § 136alg). In the context of that
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registration review, EPA is conducting a human health risk assessment of TUVP, a
draft of which EPA anticipates will be published for public comment by the end of
calendar vear 2015,

5. It is EPA’s current belipf that the draft visk assessment to be published
in the context of the TCVP registration review will retain the “additional tenfold
margin of safety ... for infants and children” (the “10X safety factor”™y described by
section 408(bH 2L of the Federal Food, Drug, and Cosmetic Act ("FFDCAT), 2
LS. § 340a(bY 20

f. Hois EPA’s current intention and belief that the draft visk assessment
to be published in the context of the TCVP registration review will address cach of
the major points raised by the Natural Resources Defense Council’s (CNRDC™)
Opening Brief, filed on August 5, 2015 in the above-captioned litigation
40 CFR § 155.53¢¢) states that EPA will provide a public comment
period of “at least 30 calendar days” for drafl visk assessiments in the context of
registration review, However, EPA s routine practice s and has been to provide at
least 60 calendar davs tor such comment periods in order to provide sutlicient time
for thorough review and meaningful comments. EPA believes that publie
participation is critical for achioving transparency in the registration review
decision-making process. Although the public participation process adds o the

time frame for making reregistration decisions, particidarly in complex or

A

3
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o

controversial cases, the process leads to better decisions and more efficient use of
Agency resources. In addition, the public benefits from the transparency and
openness of the decision process. In developing the procedural regudations for the
regisiration review prograni, EPA determined that taking public comment at key
stages in the decisiore-making process was a key attribute for gdministering a
credible registration review program.

5. I aceordance with EPA’s routine practice, the Agency intends to
publish the deaft risk assesament for TOVP in the Federal Register and provide a
public comment period of at least 60 calendar days.

G, It is EPA’s current intention and belief that the Agency will issue a
final revised response 1o NRDOC s April 23, 2009 Petition to Cancel All Pot Uses
for the Pesticide Tetrachiorvinphos (“Petition™) within 90 calendar days of issuing
the final risk assessment in the context of the TCVP registration review.

18, EPA will not be in a position w estimate the amount of time needed to
tssue a final risk assessment in the context of the TCVP registration review,
including 8 response to all comments received regarding the draft risk assessment,
until after the close of the comment period for the draft risk assessment and EPA
has at least preliminarily reviewed the comments. As a general matter, the greater
the volume of comments received, and the greater the scientific complexity of the

ssues raised in those comments, the longer it takes to complete a final risk
4
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assessnent. However, 1 believe that the Agency would be in o position to estimate
the amount of time needed to 19sue a final visk assessment and response to
comments, and o communicate that estimate to NRDC, within 45 davs after the

cioae of the comment period,

I accordance with 28 ULS.C ¢ 1746, © declare under penalty of perjury that

the foregoing 1s true and correct,

’ Q'fg of September, 2015,

Executed this.

o e - &g‘ ‘% TAEL g e

iuahazd P, Keigwin, 32
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LLS, ERNVIRONBENTAL PROTECTION AGENCY

OFFICE OF INSPECTOR GENERAL

EPA Needs Policies and
Procedures to Manage
Public Pesticide Petitions
in a Transparent and
Efficient Manner

Report No. 16-P-0019 Dctober 27, 2015
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Report Contributors: Heather Cursio

Jeffrey Harris
Kalpana Ramakrishnan
Thane Thompson

Abbreviations

ACUS
APA
EPA
FFDCA
FIFRA
FY
NRC
NRDC
GAR
OCspp
0GC
OIG
OMB
Qpp

Administrative Conference of the United States
Adminstrative Procedure At

U8, Environmental Protection Agency

Federal Food, Drug, and Cosmetic Act

Federal Insecticide, Fungicide, and Rodenticide Act
Fizcal Year

Nuclear Regulatory Commission

Natural Resources Defense Council

Office of Air and Radiation

Office of Chemical Safety and Pollution Prevention
(Hfice of General Counsel

Office of Inspector General

Office of Management and Budget

Office of Pesticide Programs

Cover photo: A farmer in Watsonville, California, spravs crops with pesticides. {(EPA photo)

Are you aware of fraud, waste or abuse in an

EPA program? 1200 Pennsylvania Avenue, NW (24107)
Washington, DG 20460

EPA Inspector General Hotline (202) 568-2391

1200 Pennsylvanis Aveniie. NW (24311 WWW.BDE Jovioig

Washington, DG 20460

{888 646-5740

{202} 5662590 (fax)

OIG Holine@eos qoy

More Information at hllpdiwens soa goviofiice.

specloraonoaiicnaolgbiotine

EPA Office of Inspector General

Subscribe o our Emall Updates

Sand us your Project Sugasstions
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LS By
K it

U.S. Environmental Protection Agency 16-0-0015
Office of Inspector General Octaber 27, 2018

At a Glance

¥ et

EPA Needs Policies and Procedures to Manage Public
Pesticide Petitions in a Transparent and Efficient Manner

QPP does not have policies or procedures OPP’s lack of policies and

t ensure transparency when managing procedures o manage public
public pesticide petitions. Due to the lack of pesticide petitions in a
transparancy and direct communication, transparent and efficient manner
sorme petitioners sued the EPA for leaves petitioners unaware of

petition status, which can result
in unreasonable delay lawsuits
sosting the agency time and
rRSOUrCes,

“wweasonable deday,” rasuling in
unnecessary cosis to the agency and
public. OPP did not effectively communicate
with petitioners in the following manner;

»  Acknowledge petlition receipt.
» Provide updates aboul the agency's wark 10 resolve petitions.
« Provide patition decisions.

In addition, OPF lacks policies and procedures o manage peditions in g generally
efficient or effective manner. Spacifically:

« Petlition documentation was not readily accessible, which was inconsistent
with each of the EPA’s Records Management Policles in place during the
timeframe of our review.

«  Some petition data were inaccurate, which resulted in the duplication of
work to confirm data.

«  Agcording to OPP, petitions may {ake weeks 1o arrive at the correct office
for action, because there is no guidancs on how 1o submit petitions directly
o OPP.

»  OPP does not provide guidance o the public on how o submit complete
petitions, which resulted in some peatitioners providing supplemental
information, and increaged the me and resources 1o reach petition
decisions.

By contrast, the EPA’s Office of Air and Radiation and the Nudear Regulstory
Commission are considered to have best practices with policies and procedures
for acknowledqing petition receipt, directly communicating the petition decision to
the petitioner, and tracking petitions.

We recommend that the Assistant Administrator for Chemical Safety and
Pollution Prevention develop podicies and procedures o marnage public petitions
in a ransparent, effeclive, and efficient manner; communicate directly with
petitioners; irain staff to adhere 1o the Records Management Policy; implement
an effective tracking system for public petitions; and provide guidanes 1o the
pubdlic on how 1o submit petitions with sufficient data for review. The EPA agresd
with our recommendations and has proposed accepiable corrective actions. All
recommendations are resolved. No further response from the agenoy is needed.
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URITED STATES ENVIBONMENTAL PROTECTION AGENCY
WASHINGTON, DG, 20480

THE INSPRITOR HBENERA

Qotober 27, 2015

MEMORANDUM

SUBJECT: EPA Needs Policies and Procedures to Manage Public Pesticide Petitions ina
Transparent and Efficient Manner
Report No. 16-P-0019

i1
o ] , y v@»{g
FROM: Arthor A Elkins Jr. {:( %&yéﬁw
TO: Jim Jones, Assistant Administrator

Office of Chemical Safety and Pollution Prevention

This 15 a report on the subject evaluation conducted by the Office of Inspector General (O1G) of the US.
Environmental Protection Agency {EPA). This report contains findings that describe problems the OIG
has identified and corrective actions the OIG recommends. This report represents the opinion of the OIG
and does not necessarily represent the fingd EPA position. Final determinations on matters 1n this report
will be made by EPA managers in accordance with established audit resolution procedures.

The EPA office having primary responsibility for the 1ssues evaluated in this report is the Office of
Chemical Safety and Pollution Prevention’s Office of Pesticide Programs.

Action Required
In accordance with EPA Manual 2750, your office provided acceptable and complete planned comective

actions in response to OIG recommendations. All recommendations are resolved and no final response
to this report is required.

We will post this report to our website at hiip/www epasovioly.
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EPA Needs Policies and Procedures to 168-P-0018
Manage Public Pesticide Pelitions ina
Transparent and Efficient Manner
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Purpose

The US. Environmental Protection Agency (EPA)Y, Office of Inspector General
{OIG), evaluated how the Office of Chemical Safety and Pollution Prevention
{OCSPP) tracks the receipt, disposition and resolution of public petittons. This
evaluation focused on OUSPP's Office of Pesticide Programs {OPP)Y and 1t
policies and procedures used o ensure consistency and transparency when
responding to pesticide-related public petitions.

Background

The EPA regulates pesticides under the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA). In summary, FIFRA defines a pesticide ag any
substance intended to destroy, prevent or repel pests, such as insects, weeds, fungi
and rodents. FIFRA requires that pesticides produced, sold or distributed in the
United States be registered by the EPAL

In addition 1o pesticide registration, the Federal Food, Drug, and Cosmetic Act
{FFDCA) authorizes the EPA to set tolerances {maximum pesticide restdue
levels) of a pesticide allowed in or on food. The EPA must review and re-rogister
pesticides every 15 years.’

The Public’s Right to Petition
The public can subinit pesticide petitions to the EPA under FIFRA, FFDCA, the

Administrative Procedure Act {APAY, or any combination of these authorities,
According to the APA, “each agency shall give an

The APA “;eqwi“’es g interested person the right to petition for the issuance,
ffzzzﬁf pit’;f%ﬁi“ amendment, or repeal of a rule.”® While the APA does
“within a reasonable  not establish procedures for how agencies resolve
time.” petitions for rulemaking, it does require agencies to

respond to public petitions “within a reasonable tune”

FIFRA does not address how a person can petition the agency, whereas FFDCA
states any person can file a petition for a regulation to modify a pesticide’s
tolerance with the Admuimistrator. FIFRA does not st reguirements for the EPA o
respond to the petitioner within a specific timeframe. However, the petitioner can
file a lawsuit, under the APA, claiming unreasonable delay if the petitioner finds
the EPA has not responded within what the petitioner considers a reasonable
amount of time.

YOPP i primasily @ Heeasing oifice and receives many applications from pesticide manufrcturers related to the
issuance of pesticide registrations and the establishonent ol tolerances.

“The APA governs the federal rulemaking process. 1t establishes requirements for federal agencies to promulgste
rules, such a8 roquiring agencies o make infornmtion available 1o the public dbout now rules, and allowing the
public o conmuent on notices of proposed mles.

16-P-00189 1
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OFP and the agency’s Office of General Connsel {OGC)Y work together 1o respond
to various types of public pesticide petitions (Table 1)

Table 1. Types of public petitions managed by OPP
Public petition Actions reguested

Fegistration A petition from the public to cancel {terminate), suspend or
modify a pesticide regisiration or registrations.

Rulemaking A petition from the public to request the agency initiale an
ARA rulermaking to change the EPA’s FIFRA peslicide
requistions.,

Policy A petition from the public to request a specific action on &
policy, guidance, OF agency process.

Tolerance A petition from the public to revoke or modily a pesticide
olerance or olerances.,

Source: EPA Office of General Counsel.

Petitions are received by the agency via mail, fax, email, or as onling comments to
ongoing pesticide regulatory work, such as a pesticide’s registration review.”
Public pesticide petitions can be directed o the EPA Admunstrator, sent divectly
to OPP and OGC officials, or sent w staff conducting assessments of the pesticide
in question. When a public pesticide petition is received, both OPP and OGC
assign staff to assess the scientific and legal requirements of the petibon. When
developing the final petition response, OPP and OGC wark together to document
a decision.

From fiscal vears (FY's) 20035 through 2014, OPP received 40 public pesticide
petitions that were submitted by members of the public. Most petitions addressed
unique subjects, such as requests to revoke all tolerances, or to cancel or suspend
specific pesticides. Some pesticide issues were the subject of more than one
petition. OPP considered a petition closed/moot if the pesticide of interest was
voluntarily canceled or the pesticide tolerance was revoked, rendering the petition
“moot.” Based on OPP s description of each petition’s status, we categorized the

status as granted, partially granted,” closed/moot, denied or pending (Figure 1)

o fnithate 3 new pesticide rogistration or an existing pesticide rogistration review, the EPA opons an online public
docke! that will house risk assessments and supporting docurnents. The EPA allows the public to review and
conmment on the onling dockers. When public petitions o rovoke a pesticide’s lerance are reepived as comments
during the regisiration review process, OFP will typically open an online docket and publish a Notice of Receipt in
the Federal Register.

* When 2 petition is partially gramed, it can mean that other aspects of the petition were partiaily denied.

16-P-00189 2
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Figure 1 Status of the 40 public pesticide petitions submitted (EYs 2005-2014)°

Public Pesticide Petition Status

Granted
Pavtially Granted
Cloyed-boot

Danied

Source: The EFA.

OPP determines whether the petition includes the necessary scientific information
to make a decision. When petitioners ask the agency {0 assess a pesticide in
advance of the designated registration review timeframe, OPP will mcorporate the
petition into its ongoing work, based on established priorities. Making & petition
decision requires review of complex technical and scientific data, which canbea
lengthy process.

KManagement’s Responsibility fo Promote Transparency and Efficient
Use of Resources

The Administrative Conference of the United States (ACUS) provides
recommendations and best practices pertaining 1o the management of petitions in
a transparent and efficient manner.® In 2014, ACUS adopted recommendations
from the Peyitions for Rulemaking report,” which sets forth guidelines for agencies
to follow when developing procedures for managing petitions.” Best practices to

* OPP verified petition data as of Pebruary 11, 2015,

* an independent Roderal agency, ACUS provides recommendations and nonpartisan expent advice about improving
adminisative procedures. According 1o its websiie, ACUS prowotes, “hmpreved goverament procedures including
fadr and elffective dispute resolntion and wide public participation and efficiency i the rulemaking progess.”
 Schwartz, Jason A. and Revese, Richard L (2014), Petitions for Rulemaking Final Report to the Adminisiralive
Conference of the United Siafes, New York University Law School.

% The Petigionss for Rulemaking report i relevant 1o owr evaluation because it provides best practices and
reconpnendations for foderal agencies managing formal requests from the pablic.

16-P-00189
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promoie ransparency and customer The 2014 Petitions for Rulemaking

satisfaction inchude direct communication report stated: “[Olne of the biggest
complaints among petitioners is

wnh‘ petitioners 10 1y acknowledge petition that, after the agency sends an
receipt, 2} provide status updates, and initiat receipt and dockets the

3) provide petition decisions. Direct WE?BZ’;‘“? P&tiiiﬁ? seems to enter
g o <red it s Fhp ' 2 ‘black hole’: most agencies
mmmtlﬂpc,auon with petitiomers i_ht{m:gh(ml; provide no regular updates and

the petition process also reduces the risk of may disciose little about the
umreasonable delay lawsuits. Additionally, petition’s status even if the

the Petitions for Rulemaking report petitioner reaches out to them.

recommends internal controls to promote

efficiencies, such as using online platfrms 1 educate the public about how to
submit complete petitions and providing a point of contact for petition
submissions.

The EPA is responsible for managing its programs using internal controls, such as
policies and procedures, to promote the efficient and effective use of resources.
The Office of Management and Budget's (OMB’s} Circular A-1273 states that
“lagency] management has a fundamental responsibility to develop and maintain
effective internal control” Further, OMB policy indicates that internal control
incindes policies, procedures and organization to meet agency goals, and reports
Ol AENICY OPErations.

Responsibie Offices

The EPA office with primary responsibility for the issues evaluated in this report
is the Office of Chemical Safety and Pollution Prevention’s Office of Pesticide
Programs. OGC also works in conjunction with OPP 1o determine petition
requirernents and draft the petition response.

Scope and Methodology

16-P-00189

We conducted our work from November 2014 through August 2015, We
conducted this performance audit in accordance with generally accepted
government audiing standards. Those standards require that we plan and perform
the audit to obtain sufficient, appropriate evidence to provide a reasonable basis
for our findings and conclusions based on our audit objectives. We believe that
the evidence obtained provides a reasonable basis for our findings and
conclasions based on our audit objectives. We met with key OPP and QGC staff
working on public pesticide petitions, We also met with other EPA propram
offices that manage public petitions {e.g., the Office of Solid Waste and
Emergency Response, the Office of Al and Radiation and the Office of Pollution
Prevention and Toxics).

From the 40 petitions received by OPP during the timeframe reviewed (FY 20035

though FY 2014), we randomly selected a sample of eight public petitions to
determine the accuracy of petition information DPP managed and whether OPP
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communicated direcily with petitioners 1o acknowledge petition receipt, provide
updates, or provide petition decisions. In addition, we also:

s Reviewed the prior EPA OIG Report No. 2006-P-0003, Changes Needed
to Improve Public Confidence in EPA’s Implementation of the Food
Quality Protection A¢t, issued October 19, 20057 In response to the
report, OPP said it would post petition responses on an EPA website or
the Federal Register website. OPP also agreed to communicate petition
decisions directly 1o the petitioners in order to increase transparency of the
agency’s work !’

¢ Reviewed the 2014 Petiiions for Rulemaking report. The 2014 repost
assessed how federal agencigs, including the EPA, processed formal
rulemaking requests from the public and provided recommendations on
how to improve the petition process. !’

+ Met with one federal agency, the Nuclear Regulatory Commission (NRC),
described in the Peritions for Relemaking veport as having best practices
when responding to public petitions,

«  Met with one stakeholder, the Natural Resources Defense Council
{NRDC)Y, which filed 11 of the 40 public petitions received by OPP during
the timeframe reviewed.

Resulis of Review

OPP does not have tnternal controls to manage public pesticide petitions ina
transparent manner and does not effectively communicate with petitioners, which
resulted m unreasonable delay lawsuits, costing petitioners and the agency time
and resources. In our detatled analysis of eight petitions, we found OPP did not
communicate directly in any instances with petitioners by sending letters
acknowledging petition receipt. Further, OPP did not commmunicate updates of the
EPA’s ongoing work for five petitions, and four petitioners did not receive direct
communication of the agency’s petiion decisions. The lack of transparency and
direct communication with petitioners resulted in unreasonable delay lawsuits,

We also found that OPP lacks intemal controls to manage petitions in an efficient
ani effective manner. OPP’s petition documentation was not readily accessible,
which s inconsistent with gach of the EPA’ s Records Management Policies in
place during the timeframe of our review. OPP informally tracks the status of

LS PR. SOOI TEpo s 2006/ 2008 181 4-2006-P-00003 pdf

# sccording to the EPAs audit tracking sysiom, all recommendations have been fulfilled by OPP.

Y The Pesitions for Rulemeking report mcluded an assessment of 26 foderal agencies and 18 external stakeholders
that were imerviewed and/or responded to questionnaires concerning thelr perspectives on ridemaking pelitions.
23RDC submitied 11 public pesticide pedtions 1o OPP from FYs 2003 tdrongh 2014; seven petitions were
subnitted independently by the NRDC, and four petitions wore submitted in conjunction with other organtzations.

16-P-00189 5
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some patitions, but we found the petition data were inaccurate. In addition, QPP
lacks policies or procedures to provide the public guidance on how to submit a
petition directly to its office, or how to submit a complete petition. Poor record-
keeping practices, and the lack of guidance concerning how to submit petitions,
create resource mefficiencies,

OFP Has No Policies or Procedures for Managing Public Petitions
OPP does not have pohcies or procedures to ensure a consistent and transparent
process to support the efficient use of EPA resources when managing public

pesticide petitions. ™ Specificalty, OPP does not bave policies or provedures for:

o Communicating directly with petitioners, such as:

o Acknowledging petition receipt directly with the petitioners.
o Posting a Notice of Receipt to an appropriate website,
o Providing petitioners with updates on the EPA’s work 1o resodve the

petition.
o Sending petition decisions directly to the petitioner, along with posting
the decision to an appropriate website,

e Fusuring staffare trained (o manage petition documentation so that the
mnformation can be retrieved in a timely manner.

+ Tracking petitions in a formal and consistent manner,

+  Providing the public with guidance for submitting petitions directly to
OPP, and directions for submitting a complete petition with sufficient data
for revigw.

Effective Communication With Petitioners Does Not Occur

The 2014 Petitions for Rulemaking In our review of eight petitions, we found that OPP did

report stated: “Stakeholders may not effectively commumicate petition receipt, status of
anficipate that costly and petition review, or petition decistons directly to

zgfggﬁzgfg gﬁgﬁggﬁ?\;d up petitioners. NRDC stakeholders we interviewed said

being necessary to prompt an agency  direct commumication with petitioners, starting with
to respond to a petition.” acknowledgment of petition receipt, is important and
would reduce risk of unreasonable delay lawsuits and
increase stakeholder confidence. Among our sample of eight petitions, OPP was
unable to provide decumentation that it communicated divectly with petitioners to
acknowledge petition receipt for any of the eight petitions, OPP said it may have

Y 1 comtrast, OPP has procedarss s place to manage petitions submitted by industry appeants 1o modify a
posticide’s tolerance. For example, OPP has pracedures 1o recetve and roview indusiry wlorance petitions, propare a
Notice of Receipt for inchusion in the Federal Register, post decisions in the Federal Register, and maintain records
of petitions submitted by industry apphicants.

16-P-00189 8
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contacted petitioners 1o acknowledge petition receipt, but OPP did not have
documentation,

OFP did not provide evidence of direct communication during the petition review
process for five of eight petitions in our sample. OPP sent letters divectly to one
petitioner in our sample, providing partial responses and information aboul the
EPA’s ongoing work. However, OPP sent its letter almost 5 vears after the
petition was subimitted, and only after the petitioner filed a lawsuit for
unreasonable delay. In an effort to promote wansparency with petitioners, OPP
created public online dockets for four petitions in our sample, but not all petition
wformation was available for review. In addition, OPP noted that it disserminales
petition mformation through public meetings, online dockets, and flash news
alerts posted on EPA websites, '

Among the 40 public petitions received by OPP from FY's 2005 through 2014,
nine were associated with unreasonable delay lawsuits. The NRDC is responsible
for initiating most of these (seven of nine, or 78 percent). MRDC stakeholders we
interviewed stated that if the EPA had directly communicated petition status
updates, they might not have imtiated lawsuits.

During the review of petitions in our sample, we found that petition decisions are
inconsistently commumcated divectly to the petitioner. In our sample of eight
petitions,'® anly three petition decisions were mailed directly to petitioners.
NRDC stakeholders said that although they are sometimes aware that EPA
petition-related work could be available in online dockets, it i3 not always clear if
the work was conducted in response to the stakeholder’s petition.

Records Management Requirements Are Not Met

The EPA’s records management policies establish principles, responsibilities and
requirements Tor managing agency records in compliance with federal laws and
regulations. Each of the policies require that data be maintained in such a way to
allow for easy or timely access and retrigval. For the eight petitions we reviewed,
OPP staff were ynable to quickly or easily retrieve petition documentation. In
some cases, this was because the stalf who worked most closely with the petition
were no longer working with the agency.

Updated in February 2015, the EPA’s Records Management Policy states each
office within the EPA must estabhish and maintaim a records management
program, which includes a requirement 1o, “maintain records so they can be
accessed by staff with a need to know the information for appropriate business
reasons and maintained for the required retention period.” The Records

YNRDC stakeholders stated that posting informmtion 1o public online websiwes 5 not the same as diregt
conunuaication with the peiitioner, because the petitioner could be umawsare that the petition is being addressed in
the anline posting.

¥ I our sample of eight petitions, seven petitions were resoived: one was still pending,
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Management Policy also states that all emplovees transterring or leaving the
agency identify and transfer records to another EPA emplovee.

Petition Tracking Data Were Inaccurate

DPuring our review, we found several instances where the petition data imtially
provided by OPP were inaccurate concerning status, date of petition resolution,
the statute under which the petition was submitted, or litigation record. We asked
OPP and OGC to review their original petition data. Table Z notes where OPP
made changes to the original petitions information after we requested additional
agency review,

Table 2: Agency corrections made to petition status due to OIG review

Status of public pesticide petitions D ;::g:ii ZZE: s gg:;?giegtgiz
Granted 2 5
Partially granted 4 3
Closadimoot 3 4
Denied 11 11
Pending 17 17
Unknown 3 Iy,

Total 40 40

Source: The EPA,

When we requested OPP to reconfirm the petition tracking data provided to us,
OPP and OGC changed the status of three petitions from pending to resolved,'®
and the status of another two petitions changed from resolved to pending. OPP
cwrrently tracks petitions 1o revoke tolerances manually via a chart, but it dees not
have a policy to track the status of public petitions. Inaccurate petition status
wracking resulted in the duplication of work and inefficient use of resources.

QPP Does Not Provide Guidance on How fto Submit Public Petitions

OPP does not provide guidance on how to submit a public petition directly to its
office, or how to submit a petition that provides sufficient data for review.
According 1o the OGUC, when petitions are sent only to the Office of the
Administrator, it may take weeks before the petition arrives at OPP for action.
CPP stated that because every petition is unique, the office does not have uniform
processes for how petitions are received or routed through the agency. Moreover,
OPP does not provide a point of contact for public petition submissions.

In addition, OPP does not provide guidance on what information must be
submitted to snsure a petition is complete and has sufficient data for review.
OPP noted that the petition review process is resource intensive, especially

1 Resolved indicates a petition was geanted, partially zranied, closed/mont or denied.
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when petitions do not have sufficient data for review. Both OPP and OGC said
petitionsrs can submit supplemental information or amendments to petitions, but
both offices behieve this practice can impact OPP’s ability to resobve petitions in a
timely manner. If petitioners receive guidance on how to submit public pesticide
petitions with adeguate data, the time and resowrces required to reach petition
decizions conld be reduced.

Best Practices for Managing Petitions

We documented best practices for managing petitions in another EPA office
and federal agency. The EPA’s Office of Axr and Radiation (OAR) has internal
controls to manage its petitions and prioritize transparency and efficiency. QAR
sends letiers acknowledging receipt of a petition, directly communicates the
petition decision to the petitioner, and announces the decision in the Federal
Register. The OAR also tracks petitions.

The Peritions for Rulemaking report recogmzed the Nuclear Regulatory
Commission for numerous best practices when responding to rulemaking
petitions.!” During our interview, we also confirmed that the NRC:

«  Sends a letter to the petitioner acknowledging the receipt of a petition.

¢« Communicates with the petitioner if necessary.

+ Places rulemaking petitions in online dockets for public access.

= Sends a letter to the petitioner with a notification of the petition decision.
¢ Publishes the petition decision in the Federal Register.

The NRC also has formal processes to manage petition resolution and mautains a
comprehensive petition website detatling approximately 100 regulatory petitions
received over the past 10 years. Adopting similar best practices would help the
EPA improve its petition management processes,

Conclusion

OPP’s lack of policies and procedures to manage public pesticide petitions in a
transparent and efficient manner resulted in unreasonable delay lawsuits,
duplication of work, and reduced customer satisfaction. The agency will reduce
the risk of unreasonable delay lawsuits by effectively communicating with
petitioners about petitions received, provide status updates, and provide petition
decisions. OPP can reduce errors in its petitions tracking data by effectively
tracking public petitions. OPP can also improve its record-keeping practices and
adherence to the EPA’s Records Management Policy.

Providing guidance 1o the public concennng how o subumit a petition direcily to
OPP will reduce detays in OPP’s receipt and subsequent action on a petition. In
addition, providing guidance to the public concerning information the agency

¥ The MR stated the thncline to provide & response is “within 3 months,”
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considers necessary or sufficient in a petition supports higher quality petition
submissions. Such guidance can also reduce the EPA’s petition review and
response time, and increase cusiomer satisfaction,

Recommendations

We recomumend that the Assistant Administrator for Chemical Safety and
Poliution Prevention:

1. Develop polivies and standard operating procedures to manage public
petiions recetved by OPP m g transparent and efficient manner, These
procedures should include direct communication with petitioners by:

a. Providing a letter to the petitioner acknowledging receipt of the
petition.

b. Communicating petition decisions to the petitioner in writing.

c. FProviding updates to petittoners about the status and progress of
pending petitions.

xS

Train staff managing public pesticide petitions 1o adhere 1o the EPA's
Records Management Policy.

3. Develop and implement an effective petition tracking system for public
pesticide petitions.

4. Provide criteria and guidelines for submission of public pesticide petitions
that provide sufficient information for EPA review.

Agency Comments and OIG Evaluation

The agency agreed with our recommendations, and provided corrective actions
and estimated completion dates that meet the intent of the recommendations. All
reconmmendations are resolved. No further response to this report is required. The
agency's detailed response is found in Appendix A,

16-P-00189 10
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Status of Recommendations and
Potential Monetary Benefits

POTENTIAL MONETARY
RECOMMENDATIONS BENEFITS fin $000s)
Planned
Re:. Page Corpletion Clabmed Agreed-To
Bo. Ho. Subject Stafus? Action Official Date Amount Amount
4 W Develop policies and standard operating 3 Aesistant Administrator for 102018
proceduras o manage publs pelitions recsived by Chearical Sately antd
OPF in 3 fransparend and efficient mamner These Poliion Provention
pracedues should include drett communioation
with petiioners by
A Providing 2 leher i e paliionsy
asknostedging renaiit of e patifion.
b, Commurcaing reliton decigons to the
petifione inwiling.
¢ Providing updades 1 petiiones about the
status and progress of pending peliions.
2 e Traw ol managing public pesticide peliions o 3 Aesistont Admipistratorfor 120G
adhote b e EPA's Recands Maragemsnd Polioy. Cherice! Safoty and
Polkon Prevention
3 18 Usvelop and implement an eflsctive petiion O Aeeslant Adminsvalprior 108
Sracking systam for public peeticids pelfions. Cherioat Safaty and
Poliution Provention
4 H Prvade ariteis and gindelines for subrission of 3 sosislant dominietiator for H0UDL7
public pesticids pelflions thas provide sufficent Charrics Safaly g
nferration for EPA review, Fedhion Prevastion
* = Hecomwmendstion 5 opar walh agreed-o corective aolions pending
G = Recormmendsiion s closed with 8 agreed-io actions complsied.
U= Recommandstion is unresolved with resolution affons in progress,
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Appendix A
Agency Response to Draft Report

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

ATEIAA
@‘?‘_ Sy,

GFFIGE OF SHEMICLL SAPETY
ANG POLLUTION PREVENTION

MEMOBRANDUM

SUBJECT: Comments on OIG Draft Report “EPA Needs Policies and Procedures 1o Manage
Public Pesticide Petitions in 8 Trapsparent and Efficient Manner,”
Project No. OPE-FY 15-0004

FROM: James J. Jones
Assistant Administrator

TO: Arthur A Elkins, Jr.
Inspector General

This memorandum s i response 1o the Office of Inspector General's {O1G)
Draft Report entitled “EPA Needs Policies and Procedures to Manage Public Pesticide Petitions
in a Transparent and Efficient Manner™ {August 3, 2015). The Office of Chemical Safety and
Poliution Prevention (OUSPP) appreciates the QG s effort in evaluating the effectiveness of
EPA’s processes used to track the receipt, disposition, and resolution of public pesticide
petitions. OCSPP agrees with the OIGs four recommendations. Accordingly, our rasponse
includes our proposed corrective actions and a timeframe for their implementation.

I R Background

As the OIG's analysis revealed, OCSPP’s Office of Pesticide Programs (OPP) processes
several different types of “petitions” in the normal course of its regulatory business. By far the
maost ngmerous of these are petitions for tolerance actions. Under section 408(d) of the FFDCA,
any person can file a petition proposing the issuance of a regulation establishing, modifying, or
revoking (a) a tolerance for a pesticide chemical residue in or on food, or (b) an exemption from
the requirement to have a tolerance for such residue.

Petitions for tolerance actions must comply with the procedures detailed m 40 CFR
§180.7(a} ~ (d). Such petitions generally fall into one of the four categories listed below:

12
16-P-0018

APP110

ED_002962_00005105-00155



{100 OF <00
Case: 19-71324, 05/29/2019, 1D: 11311338, Dkikntry: 1-3, Page 114 of 419

Penition to establish a new tolerance

Petition to amend a codified tolerance

Pedition to revoke a codified tolerance

Petition to establish an exemption from the requirement for a tolerance

& % & @

Under 40 CFR $180.7(e) —{h), the Agency follows well established procedures for
tracking, processing, and providing updates {online} to petitioners for tolerance actions, OPP
receives and processes over a hundred tolerance action petitions annually, However, OPP also
receives a much smaller number of other requests for Agency action, for which OPP does not
currently have comprehensive procedures. These requests include:

» Petitions to promulgate regulations under the Federal Insecticide, Fungicide, and

Rodenticide Act {(FIFRA) and the Administrative Procedures Act {APA); and

» Petitions to take non-rule, regulatory actions under FIFRA (e.g., cancellation of pesticide
registrations}.

OCSPP agrees with the OIG recommendations that the Agency needs to standardize
operating procedures to manage the latter category of public petitions in a more transparent

manner.

ii OCSPP Responses to OIG"s Recommendations

Recommendation 1: The Assistant Admunistrator for Chemical Safety and Pollution Prevention
should develop policies and standard operating procedures 1o manage public petitions received
by the OPP in a transparent and efficient manner. These procedures should include:
1. Direct communication with petitioners by

a. Providing a letter to the petitioner acknowledging receipt of the petition.

b. Communicating petition decisions to the petitioner in writing.

. Providing updates fo petitioners about the status and progress of pending

petitions.

OCSPP Response:

OCSPP agrees with this recommendation. The program will develop appropriate pohicies
and standard operating procedurss (SOPs) 0 manage public petitions received by OPP i
a transparent and efficient manner. The procedures will include the direct communication
protocols listed in the OIG’s recommendation. Estimated date of completion: October
2016,

13
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Recommendation 2
Train staff managing public pesticide petitions to adhere to the EPA’s current Records
Management Policy.

QCSPP Response:

OCSPP agrees with this recommendation. The standard operating procedures described
in Corrective Action } will address maintaining appropriate records for covered petitions.
When the SOP is final, OPP will issue a memo informing appropriate statf and
management of their responsibilities for maintaining these records, and dirscting the use
of the SOPs 1o meet their responsibilities under the Agency’s Records Management
Pohicy. Estimated date of completion: November 2016,

Recommendation 3:
Develop and implement an effective petition tracking system for public pesticide petitions.

QCSPP Respouse:

QUSPP agrees that OFP does not have a formal tracking system specifically for pesticide
petitions not covered by 40 CFR §180.7, such as petitions secking FIFRA/APA
rulernaking or cancellation of registrations. The standard operating procedures described
in Corrective Action 1 will mclude procedures for tracking these petitions. Estimated date
of completion: October 2016,

Recommendation 4: Provide criteria and guidelines for submission of public pesticide petitions
that provide sufficient information for EPA review.

QUSPP Response:
OLSPP agrees, and commits to develop and post 1o the Agency Pesticides website

criteria and guidelines for public submission of pesticide petitions not covered by 40 CFR
§180.7. Estimated date of completion: October 2017,

i Contact Information:

I vou have any guestions regarding this response, please contact Janet L. Weiner,
OCSPP’s Audit Liaison at {202) 564-2309,

14
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Appendix B
Distribution

Office of the Administrator

Agssistant Administrator for Chemical Safety and Poliution Prevention

Agency Follow-Up Otficial (the CFO)

Agency Follow-Up Coordinator

General Counsel

Associate Administrator for Congressional and Intergovernmental Relations

Associate Admimsirator for Public Affars

Deputy Assistant Administrator for Chemical Safety and Pollution Prevention

Director, Office of Pesticide Programs, Office of Chemical Safety and Pellution Prevention

Director, Office of Pollution Prevention and Toxics, Office of Chemical Safery
and Pollution Prevention

Deputy Director for Management, Office of Pesticide Programs, Office of Chemical Safety and
Pollution Prevention

Deputy Director for Programs, Office of Pesticide Programs, Office of Chemical Satety and
Pollution Prevention

Audhit Follow-Up Coordinator, Office of Chemical Safety and Pollution Prevention

Audit Follow-Up Coordinator, Office of Pesticide Programs, Office of Chemical Safety
and Pollution Prevention

Audit Follow-Up Coordinator, Office of Pollution Prevention and Toxics, Office of Chemical
Safety and Pollution Prevention
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Case: 15-70025, 02/11/2016, 1D: 9862017, DkiEntry: 26, Page 1 of 12

No. 15-70025

UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

LIOW OF <00

NATURAL RESOURCES DEFENSE COUNCIL, INC.,
Petitioner,
V.
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY,

Respondent.

RESPONDENT’S RENEWED MOTION FOR
VOLUNTARY REMAND

On September 25, 2015, Respondent United States Environmental

Protection Agency (“EPA” or “Agency”) moved for voluntary remand of its
November 6, 2014 response to Petitioner Natural Resources Defense Council’s
(“NRDC”) April 23, 2009 Petition Requesting Cancellation of All Pet Uses of
Tetrachlorvinphos (“Response to the Cancellation Petition™) on the grounds that
EPA is preparing a new risk assessment for tetrachlorvinphos that could moot or
narrow the issues 1n this litigation. Dkt. 22. On December 16, 2015, this Court
denied the motion without prejudice and stated that EPA could renew its motion

for voluntary remand after the Agency “issued a new draft risk assessment.” Dkt.
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25. On December 21, 2015, EPA issued the Draft Human Health Risk Assessment
for Tetrachlorvinphos (“Draft Risk Assessment™).! The Draft Risk Assessment
was published in the Federal Register on January 20, 2016, opening a 60-day
public comment period. See 81 Fed. Reg. 3128 (Jan. 20, 2016). Accordingly, EPA
hereby renews its motion for voluntary remand pursuant to Federal Rule of
Appellate Procedure 27 and this Court’s December 16, 2015 Order. Counsel for
NRDC have represented that NRDC opposes a voluntary remand that 1s not
accompanied by vacatur of the underlying decision.

The Draft Risk Assessment differs in several ways from the prior risk
assessment relied upon by EPA 1n responding to NRDC’s petition. Thus, EPA
intends to revisit its prior response in light of the new risk assessment. EPA’s
reevaluation of its Response to the Cancellation Petition could moot or
significantly narrow the issues raised by NRDC in this litigation, and remand
would best serve the interests of judicial economy.

BACKGROUND
The Federal Insecticide, Fungicide, and Rodenticide Act (“FIFRA”), 7

U.S.C. §§ 136-136y, requires EPA approval of pesticides prior to their distribution

I The 152-page Draft Risk Assessment is available at

0316-0036& disposition=attachment& contentType=pdf.
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or sale, and establishes a registration regime for regulating the use of pesticides. 7
U.S.C. § 136a(a), (c). EPA must approve an application for pesticide registration
if, among other things, the pesticide will not cause unreasonable adverse effects on
the environment. /d. § 136a(c)(5). Section 3(g) of FIFRA, 7 U.S.C. § 136a(g),
requires EPA to periodically reevaluate pesticides through a process known as
“registration review” in order to ensure that they continue to meet the standards for
registration.

Tetrachlorvinphos is a member of the organophosphate class of pesticides
that act by inhibiting the enzyme acetylcholinesterase. Tetrachlorvinphos was first
registered in 1966 and is primarily used on livestock and pets to control insects like
fleas. In 2006, EPA reregistered tetrachlorvinphos after conducting a residential
risk assessment for exposures to tetrachlorvinphos and a cumulative risk
assessment for exposures to all organophosphates.> See Response to Cancellation

Petition at 2.7

2 The process EPA uses for evaluating the potential for health and ecological
effects of a pesticide 1s called risk assessment, which is part of a risk management
process. In registration review, that risk assessment includes an ecological risk
assessment, a human health risk assessment, and, when appropriate, a cumulative
risk assessment (evaluating the risk of a toxic effect to humans associated with
concurrent exposure by all relevant non-occupational pathways and routes of
exposure to a group of chemicals that share a common mechanism of toxicity).

? The Response to the Cancellation Petition is attached to NRDC’s Petition for
Review [Dkt. 1-2].
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On April 23, 2009, NRDC petitioned EPA to cancel all pet uses for
tetrachlorvinphos, arguing, among other things, that EPA’s tetrachlorvinphos risk
assessment failed to take into account exposures from pet collars. See Ptr.’s Br.,
ER58-ER63 [Dkt. 16-3]. In response to NRDC’s 2009 petition, EPA conducted a
residential risk assessment of the pet uses of tetrachlorvinphos (including pet
collars) using the most recent science policies and methodologies available at the
time. As explained in the Agency’s Response to the Cancellation Petition, EPA
concluded in its risk assessment that the potential risks of exposure to
tetrachlorvinphos from pet products were below the Agency’s level of concern.
See Response to Cancellation Petition at 4-12. EPA relied on this risk assessment,
among other things, when the Agency denied NRDC’s request to cancel all pet
uses of tetrachlorvinphos on November 6, 2014.

As part of its ongoing registration review for tetrachlorvinphos and other
organophosphate pesticides, EPA’s Office of Pesticide Programs is conducting a
new risk assessment for all uses (not just pet uses) of tetrachlorvinphos.
Declaration of Richard Keigwin, Jr., 4 (“Keigwin Decl.”) [Dkt. 22-2]. Although
this risk assessment is being conducted as part of an ongoing registration review
and independently from this litigation, EPA is considering many of the scientific

1ssues raised in this litigation in preparing the risk assessment. /d. 9 6.
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EPA issued a draft of the new Human Health Risk Assessment on December
21, 2015, along with a more detailed Occupational and Residential Exposure
Assessment and a memorandum responding to each of the arguments NRDC raised
in its opening brief.* A notice of availability of the Draft Risk Assessment was
published in the Federal Register on January 20, 2016, and EPA 1is accepting
comments on the Draft Risk Assessment until March 21, 2016. 81 Fed. Reg. at
3128. Once EPA considers any public comments submitted, the Agency will
finalize the risk assessment. Keigwin Decl. 9 10. EPA then intends to issue a
revised response to NRDC’s 2009 petition, considering the new final risk
assessment for tetrachlorvinphos, within 90 days of finalizing that new assessment.
1d. 9 9.

The December 21 Draft Risk Assessment differs in a number of ways from
the earlier risk assessment relied upon by EPA in responding to NRDC’s petition.
Most notably, the Draft Risk Assessment retains the presumptive tenfold margin of

safety identified in section 408(b)(2)(C) of the Federal Food, Drug, and Cosmetic

4 The 124-page Occupational and Residential Exposure Assessment is available at
http://www regulations.gov/contentStreamer?document!d=EPA-HQ-OPP-2008-
0316-0038&disposition=attachment&content Type=pdf. The memorandum,
entitled “Tetrachlorvinphos (TCVP): Responses to Arguments Presented in the
Natural Resources Defense Council, Inc.’s (NRDC) Aug. 5, 2015 Opening Brief in
NRDC v. EPA, Case No. 15-70025 (9th Cir.),” is available at

0308-0014 & disposition=attachment& content Type=pdf.
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Act, 21 U.S.C. § 346a(b)(2)(C); this tenfold safety factor was not retained in
EPA’s earlier assessment.> See, e.g., Draft Risk Assessment at 4, 27. The issue of
whether the tenfold safety factor should have been retained in the earlier
assessment is an important issue raised by NRDC in this case. See Ptr.’s Br. at 37-
46. As explained in EPA’s Reply in Support of its Motion for Voluntary Remand,
the Agency has continued to evaluate over the last year whether the tenfold safety
factor should be applied to the entire class of organophosphate pesticides. See
Dkt. 24 at 3-4. EPA now recommends retaining the safety factor for the risk
assessments of 30 different pesticides, only one of which is tetrachlorvinphos. /d.
(citing EPA, “Literature Review on Neurodevelopment Effects & FQPA Safety
Factor Determination for the Organophosphate Pesticides” (Sept. 25, 2015)).
ARGUMENT

“A reviewing court has inherent power to remand a matter to the
administrative agency.” Loma Linda Univ. v. Schweiker, 705 F.2d 1123, 1127 (Sth
Cir. 1983) (citation omitted). “[I]t is generally accepted that in the absence of a

specific statutory limitation, an administrative agency has the inherent authority to

> The Food Quality Protection Act, which amended FIFRA and the Federal Food,
Drug, and Cosmetic Act in 1996, requires EPA to apply “an additional tenfold
margin of safety” to protect against harm to infants and children, unless EPA has

“reliable data” that a different margin of safety “will be safe for infants and
children.” 21 U.S.C. § 346a(b)(2)(C).
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reconsider its decisions.” Macktal v. Chao, 286 F.3d 822, 825-26 (5th Cir. 2002)
(citation omitted); Trujillo v. Gen. Elec. Co., 621 F.2d 1084, 1086 (10th Cir. 1980)
(noting that “the power to decide in the first instance carries with it the power to
reconsider”) (citation omitted). This authority includes the right to seek voluntary
remand of a challenged agency decision, without confessing error. SKF USA Inc.
v. United States, 254 F.3d 1022, 1029 (Fed. Cir. 2001).

While the reviewing court has discretion on whether to remand, voluntary
remand is appropriate where the request is reasonable and timely. Macktal, 286
F.3d at 826. “Administrative reconsideration is a more expeditious and efficient
means of achieving adjustment of agency policy than is resort to the federal
courts.” B.J. Alan Co. v. ICC, 897 F.2d 561, 562 n.1 (D.C. Cir. 1990) (quoting
Commonwealth of Pa. v. ICC, 590 F.2d 1187, 1194 (D.C. Cir. 1978)). “Generally,
courts only refuse voluntarily requested remand when the agency’s request 1s
frivolous or made in bad faith.” Cal. Cmtys. Against Toxics v. EPA, 688 F.3d 989,
992 (9th Cir. 2012) (citation omitted).

Here, EPA is conducting a new assessment of the potential risks of exposure
to tetrachlorvinphos with the benefit of scientific policies and methodologies that
have evolved since the Agency’s 2014 Response to the Cancellation Petition. As
part of that new assessment, EPA has decided to retain the children’s tenfold safety

factor. EPA is also addressing the other major concerns raised by NRDC in this
7
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proceeding. For example, as explained in its December 21, 2015 Memorandum
addressing NRDC’s arguments, EPA 1s considering using the “Davis study”
supported by NRDC, and submitted the study to the Human Studies Review Board
(“HSRB”) to obtain the HSRB’s recommendation as to the study’s scientific
validity and the ethical conduct of the study, as required by 40 C.F.R. § 26.1706.°
Based on the new risk assessment, EPA intends to reevaluate NRDC’s petition and
revise its Response to the Cancellation Petition as appropriate.’

Remand of EPA’s Response to the Cancellation Petition will serve the
interests of judicial economy by possibly mooting or significantly narrowing the
1ssues that NRDC has raised 1n this litigation. Additionally, remand will serve to

improve the record, as EPA’s renewed response to the arguments raised by NRDC

® The HSRB is a federal advisory committee operating under the Federal Advisory
Committee Act that provides advice, information, and recommendations on issues
related to scientific and ethical aspects of research involving human subjects. The
HSRB reports to the EPA Administrator through EPA’s Office of the Scientific
Advisor. In this case, the HSRB considered the “Davis study” during a public
meeting on January 12-13, 2016. See http://www .epa.gov/osa/January-12-13-
2016-meeting-human-studies-review-board. EPA expects that the meeting minutes
will be posted publicly in February 2016 and to receive the final report from the
HSRB on March 30, 2016.

7 Although EPA intends to reevaluate NRDC’s petition based on new scientific
understanding, EPA does not concede that it erred in denying NRDC’s petition
based on the record before it at the time of the decision.
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in its petition for cancellation of the pet uses of tetrachlorvinphos will be informed
by the conclusions reached in the new risk assessment.

Granting this motion additionally promotes efficiency because remand is the
ultimate outcome that NRDC seeks in this litigation. See Ptr.’s Br. at 71 (“[T]he
case should be remanded to EPA to cancel the registrations for TCVP pet products
or adequately explain why refusing to do so does not result in unreasonable
adverse effects to children’s health.”). Thus, even if NRDC prevailed 1n its
challenge to EPA’s 2014 action—an action that is being reconsidered by EPA—
there would still need to be further administrative proceedings regarding whether
any cancellation of the registrations is warranted, and it would be EPA’s
responsibility to set a reasonable timetable for responding to NRDC’s petition on
remand.® EPA is simply proposing to move forward with remand now, rather than
consuming judicial and governmental resources litigating over an earlier decision
that EPA is already in the process of administratively reconsidering. Denying
EPA’s motion for voluntary remand would just compel EPA to devote limited
resources to this litigation, as opposed to completing the ongoing scientific review

ProcCCss.

® Mandamus is the appropriate remedy for any unreasonable agency delay. See,
e.g., NRDC v. EPA, 489 F.3d 1364, 1375 (D.C. Cir. 2007). See also Int’l Union,
United Mine Workers of Am. v. Dep’t of Labor, 554 F.3d 150, 155 (D.C. Cir. 2009)
(declining to impose schedule on remand).
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EPA intends to conclude reconsideration of NRDC’s petition within a
reasonable period of time. Specifically, EPA intends to issue a revised response to
NRDC’s petition within 90 days after finalizing the risk assessment. While EPA
cannot determine how long it might take to issue a final risk assessment until it
sees the volume and complexity of public comments that may be submitted in
response to the Draft Risk Assessment, EPA will be able to provide an estimate of
how much time it might take to complete the final assessment within 45 days of the
close of the comment period. Keigwin Decl. 4 10.

In short, remand would promote judicial and governmental economy by
possibly mooting or significantly narrowing the issues that NRDC has raised in
this litigation, and by facilitating the Agency’s ability to devote its limited
resources to completing the scientific review process rather than to this litigation.

CONCLUSION
For the foregoing reasons, EPA respectfully requests that the Court remand

the Response to the Cancellation Petition to the Agency for further consideration.

10
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Dated: February 11, 2016 Respectfully submitted,

JOHN C. CRUDEN
Assistant Attorney General
Environment & Natural Resources Division

s/ _Erica M. Zilioli

ERICA M. ZILIOLI

U.S. Department of Justice
Environmental Defense Section
P.O. Box 7611

Washington, DC 20044
Telephone: (202) 514-6390
Facsimile: (202) 514-8865
Erica.Zilioli@usdoj.gov

Of Counsel:

BENJAMIN WAKEFIELD

Office of General Counsel

U.S. Environmental Protection Agency
William Jefferson Clinton Building North
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460
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Mae Wu Susannah Landes Weaver
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COUNCIL Kelsi Brown Corkran
1152 15th Street, NW, Suite 300 ORRICK, HERRINGTON
Washington, DC 20005 & SUTCLIFFE LLP
Telephone: (202) 289-6868 1152 15th Street, NW
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Almost seven years ago, Petitioner Natural Resources Defense
Council (“NRDC”) filed an administrative petition requesting that
Respondent Environmental Protection Agency (‘EPA”) discontinue the
use of a dangerous chemical pesticide in household pet products like
flea collars. NRDC demonstrated that these products pose significant
health risks to children who are exposed to the pesticide when they play
with their pets. After waiting more than five years for EPA to respond
and ultimately deny the petition, NRDC exercised its statutory right to
ask this Court to review and set aside EPA’s decision. But soon after
NRDC filed its opening brief, EPA belatedly announced that it wanted
to reassess the risks posed by the pesticide, and so asked this Court to
refrain from reviewing its earlier decision and to allow it to dispose of
NRDC’s appeal through a voluntary remand instead. EPA has since
issued a new draft risk assessment that admits these dangerous
products may endanger children’s health.

Because EPA’s new draft risk assessment so thoroughly
undermines the basis of its prior decision, NRDC is not opposed in
principle to a remand at this time. Indeed, by reversing position on a

crucial underlying safety factor, and acknowledging the importance of
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key information that EPA previously ignored, the new draft risk
assessment effectively confirms that EPA’s earlier decision was not
supported by substantial evidence.

However, any remand must—as a matter of basic fairness, and
consistent with this Court’s relevant precedents—be accompanied by
vacatur of EPA’s challenged decision as well.! If EPA is not willing to
defend its prior decision, and NRDC is denied its right to have this
Court review and set aside that decision on the merits, then EPA should
not be allowed to leave that decision in force during a potentially
lengthy remand. While this Court may remand without vacatur in the
rare circumstance when equity “demands” that it do so, vacating EPA’s
decision here would cause no disruptive consequences at all.

If EPA wants a do-over—especially after waiting so long to make
its earlier decision—then the Court should vacate the challenged denial
order that EPA is no longer willing to defend. And at the very least, the
Court should impose a deadline on the remand to ensure that EPA

expeditiously resolves the acknowledged risks to children’s health.

I NRDC hereby moves for the affirmative relief of vacatur and remand
pursuant to Federal Rule of Appellate Procedure 27(a)(3)(B). Counsel
for EPA indicated that EPA would oppose NRDC's affirmative request.

2
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BACKGROUND

The pesticide at issue in this appeal, tetrachlorvinphos (“TCVP”),
is a dangerous chemical. It is a member of the organophosphate class of
pesticides, which were developed from nerve warfare agents and can
cause overstimulation of the nervous system leading to, among other
things, vomiting and seizures. See Dkt. 16 at 10-11 (“NRDC Br.”).
Young children’s exposure to TCVP is particularly troubling as, even at
low levels, it may permanently harm their development. See id. at 12-
15. EPA nonetheless has allowed TCVP to be used in the home—in the
form of flea and tick shampoos and collars for pets—where children are
exposed to it when they pet, play with, and even sleep with treated pets.

EPA has been cavalier in addressing the health risks posed to
children by TCVP. Seeid. at 23-33. For years and years, EPA declined
even to look at the exposure to children from flea collars. Meanwhile,
NRDC studied the subject, found that TCVP pet products pose real
risks to children, and in April 2009 petitioned EPA to cancel the
registrations for these products based on scientific evidence pursuant to
the Federal Insecticide, Fungicide, and Rodenticide Act (“FIFRA”).

That statute prohibits EPA from registering a pesticide which causes

APP130

ED_002962_00005105-00175



10 O <00
Case: 19-71324, 05/29/2019, 1D: 11311338, Dkikntry: 1-3, Page 134 of 419

Case: 15-70025, 02/25/2016, 1D: 9878169, DKEntry: 27, Page 5 of 23

“unreasonable adverse effects on the environment,” including human
health. 7 U.S.C. §§ 136a(c)(5), 136(bb). And Congress specifically
required EPA to “ensure” with “reasonable certainty that no harm will
result to infants and children.” 21 U.S.C. § 346a(b)(2)(C)(11)(d).

Five years after filing its cancellation petition, having heard
nothing in response, NRDC had to ask the U.S. Court of Appeals for the
D.C. Circuit to issue a writ of mandamus directing EPA to respond to
NRDC’s petition. See Amended Petition for Writ of Mandamus, In re
NRDC, No. 14-1017 (D.C. Cir. April 8, 2014). Only then did EPA finally
act, denying NRDC’s cancellation petition in November 2014. ER1-12.

In its decision denying NRDC'’s petition, EPA concluded that
TCVP pet products do not pose any risks of concern. But EPA based
this conclusion on a flawed risk assessment (the foundations of which
EPA is no longer willing to defend). For example, among other flaws in
the earlier risk assessment, EPA (1) abandoned a critical tenfold safety
factor mandated by Congress to protect children (see NRDC Br. at 37-
46); (2) completely ignored the only peer-reviewed, published study (the
“Davis study”) that directly measured people’s exposure to TCVP from

flea collars, despite the fact that NRDC had specifically raised this 2008
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study in its cancellation petition (see id. at 52-60); and (3) analyzed
children’s exposure to TCVP from flea collars assuming the pesticide
operated as a liquid, rather than a powder, even though the label on the
flea collar box expressly states that the product works by producing a
“fine white powder” (see id. at 66-70). Had EPA correctly accounted for
any one of these errors, it would have concluded that the TCVP
products pose unreasonable risks to children’s health. Id. at 46, 60, 70.
NRDC promptly filed the instant petition for judicial review as a
party adversely affected by EPA’s decision, asking this Court to “review
and set aside” EPA’s decision pursuant to FIFRA § 16(b), 7 U.S.C.
§ 136n(b). Dkt. 1. In its opening brief, NRDC demonstrated that EPA’s
decision was unlawful and not supported by substantial evidence for the
above (and other) reasons. And NRDC specifically asked the Court to
vacate and remand EPA’s decision. See, e.g., NRDC Br. at 3, 71.
Shortly after NRDC filed its opening brief, EPA informed NRDC
that it had reversed position on the children’s tenfold safety factor and
thus wanted to reconsider the denial order it had just issued nine
months prior (which itself came five and a half years after NRDC filed

its administrative petition). EPA accordingly moved for a voluntary
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remand. Dkt. 22-1. Concerned about EPA’s history of delay in these
and similar FIFRA proceedings—and because the agency had not
committed to fixing the other relevant flaws in its risk assessment—
NRDC opposed EPA’s motion. NRDC noted that because EPA’s motion
“relies only on what EPA ‘intends’ to do (but has not done yet),” denying
the motion would not prejudice the agency because it could always
renew its voluntary remand request with a “more concrete justification”
after it “actually takes some of those intended steps.” Dkt. 23-1 at 11.
The Court denied EPA’s motion without prejudice, and allowed
the agency to renew its motion within 60 days if it issued a new draft
risk assessment during that time. Dkt. 25. EPA subsequently released
a new draft risk assessment, as well as a memorandum responding to
the main arguments NRDC raised in its opening brief. See Dkt. 26 at 5
& n.4 (“EPA Mot.”). The draft risk assessment and accompanying
memorandum undermine three basic foundations of EPA’s earlier
denial order—and do so largely based on information available to EPA
at the time of its earlier decision—by (1) applying the tenfold children’s
safety factor; (2) acknowledging the relevance and prima facie validity

of the peer-reviewed Davis study; and (3) conceding that the label on

APP133

ED_002962_00005105-00178



L1 OV <00
Case: 19-71324, 05/29/2019, 1D: 11311338, Dkikntry: 1-3, Page 137 of 419

Case: 15-70025, 02/25/2016, 1D 8878169, DKEntry: 27, Page 8 of 23

the flea collar box indicates the product releases a powder.2 The draft
also acknowledges that applying these changes (or even some
combination of them) results in risks above EPA’s level of concern. In
other words, EPA’s new draft assessment now admits TCVP pet
products may endanger children’s health.

ARGUMENT
I. The Court Should Vacate EPA’s Decision Before Remand.

A. This Is Not A Rare Circumstance Where Equity
Demands Leaving A Challenged Decision In Force.

1. As a general rule, when this Court remands an agency decision
for reconsideration, it will vacate the prior decision as well. The Court
orders remand without vacatur “only in limited circumstances.”
Pollinator Stewardship Council v. EPA, 806 F.3d 520, 532 (9th Cir.
2015) (internal quotation marks omitted). Leaving the challenged
decision in force during remand is appropriate solely “when equity
demands.” Humane Soc’y v. Locke, 626 F.3d 1040, 1053 n.7 (9th Cir.

2010) (quoting Idaho Farm Bureau Fed’n v. Babbitt, 58 F.3d 1392, 1405

2 See, e.g., Wade Britton, EPA Memorandum, Tetrachlorvinphos
(TCVP): Responses to Arguments Presented in the Natural Resources
Defense Council, Inc.’s (NRDC) Aug. 5, 2015 Opening Brief in NRDC v.
EPA, Case No. 15-70025 (9th Cir.) at 2-3, 6-8 (Dec. 21, 2015), available
at http://tinyurl.com/hx2377h.
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(9th Cir. 1995)). Such a remedy might be justified where, for example,
vacatur would cause significant disruptive consequences, and yet the
agency “may be able readily to cure” its prior action. Id. (internal
quotation marks omitted). And “[w]hen deciding whether to vacate
rulings by the EPA” in particular, this Court has generally only left
EPA’s challenged rulings in place where vacatur could “result in
possible environmental harm.” Pollinator Stewardship Counctl, 806
F.3d at 532; see also Ctr. for Food Safety v. Vilsack, 734 F. Supp. 2d 948,
951 (N.D. Cal. 2010) (“[T]he Ninth Circuit has only found remand
without vacatur warranted by equity concerns in limited circumstances,
namely serious irreparable environmental injury.”).

Here, no equitable consideration supports—much less demands—
leaving EPA’s challenged decision in force on remand. Rather, the
relevant considerations all validate the Court’s presumptive remedy of
vacatur and remand. Because “the government has not specifically
requested that [the Court] remand without vacatur, and it is not
otherwise apparent that the circumstances call for doing so,” the
“appropriate remedy” is to vacate EPA’s decision and then remand to

the agency. Humane Soc’y, 626 F.3d at 1053 n.7.
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2. Vacating EPA’s challenged decision in this case would cause no
disruptive consequences nor pose any risk to the environment. The
Court opted against vacatur in California Communities Against Toxics
v. EPA, for example, based on the “severe” trouble that vacating EPA’s
decision would have created. 688 F.3d 989, 993-94 (9th Cir. 2012)
(vacatur could lead to additional air pollution and regional blackouts
and would be “economically disastrous” to a “billion-dollar venture
employing 350 workers”); see also Idaho Farm Bureau Fed'’n, 58 F.3d at
1405-06 (vacatur risked potential extinction of snail species); W. Oil &
Gas Ass’n v. EPA, 633 F.2d 803, 813 (9th Cir. 1980) (vacatur would have
unnecessarily thwarted operation of the Clean Air Act in California).
Here, by contrast, vacating EPA’s denial of NRDC'’s petition would
result in no environmental harm or even, for that matter, any economic
consequences to a third party because it would maintain the product

registration that existed before EPA denied NRDC’s petition.3

3 This distinguishes the present case from Cir. for Food Safety v. EPA,
Case No. 14-73359, Dkt. 128 (9th Cir. Jan. 25, 2016), where the Court
in a nonprecedential and unreasoned order remanded without vacating
EPA’s decision to register an herbicide under FIFRA. In that case,
unlike here, the manufacturer of the herbicide intervened and opposed
vacating the registration.
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In fact, vacating EPA’s decision before remanding—per this
Court’s usual practice—would be more protective of human health and
the environment for at least two reasons. First, EPA sometimes relies
on its prior denial orders as authority for its subsequent decisions on
citizen petitions.* Thus, absent vacatur, EPA could rely on its earlier
decision as a basis for denying other petitions to cancel the registration
of dangerous pesticides—even though EPA now admits that the decision
does not reflect its best scientific thinking, and did not account for
relevant (and potentially dispositive) information that EPA had at its
disposal when it made its earlier decision. And because EPA will not
provide even an estimate for how long it will take to issue a new
decision on remand, remand without vacatur could needlessly allow the
prior decision to remain in force for a considerable amount of time.

Second, and relatedly, absent vacatur (or an order specifically

requiring the agency to take action, see infra at 16-20), EPA may later

4 See, e.g., Pyraclostrobin; Order Denying Objections to Issuance of
Tolerances, 72 Fed. Reg. 52108, 52116 (Sept. 12, 2007) (citing EPA’s
prior denial order regarding other pesticides as authority for waiving
the tenfold children’s safety factor absent a required study); Order
Denying Objections to Issuance of Tolerances, 70 Fed. Reg. 46706,
46716 (Aug. 10, 2005) (incorporating and relying on an earlier denial
order in determining that the agency adequately assessed pesticide
exposure to farmworkers’ children and children in agricultural areas).

10
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assert that it lacks any legal obligation to issue a revised response to
NRDC's cancellation petition. That is, if the Court leaves EPA’s earlier
denial order in force, there will be no unanswered cancellation petition
to which EPA must respond.> And unless EPA issues a new response to
NRDC’s cancellation petition on remand, the acknowledged health risks
that TCVP pet products pose to children may never be resolved.
Vacatur is therefore the correct remedy because leaving the prior
decision in place “risks more potential environmental harm than
vacating it.” Pollinator Stewardship Council, 806 F.3d at 532.

3. Vacatur is also appropriate here because EPA acknowledges
that “on remand, a different result may be reached.” Id. EPA’s draft
risk assessment admits that—accounting for the tenfold children’s
safety factor, the Davis study, and the product formulation identified on
the flea collar box (i.e., the major arguments NRDC raised in this
appeal)—TCVP pet products may endanger children’s health. EPA’s
own actions therefore support vacatur because they express “significant

doubts as to whether the agency chose correctly.” Am. Petroleum Inst.

5 EPA’s motion notably makes no binding commitment that the agency
will, in fact, issue a revised response; it represents only that EPA
presently intends to do so. See EPA Mot. at 2, 5, 8 & n.7, 10.

11
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v. Johnson, 541 F. Supp. 2d 165, 185 (D.D.C. 2008) (internal quotation
marks omitted). And even if EPA again denies NRDC’s cancellation
petition—which it lawfully should not—it will do so only after
completely rewriting major parts of its underlying risk assessment. “In
light of the need for wholesale revision” of the basis of EPA’s prior
decision, the “appropriate course is to vacate” that decision before
remanding. NRDC v. EPA, 489 F.3d 1250, 1262 (D.C. Cir. 2007).

In sum, vacatur would result in no disruptive consequences and
would prevent EPA’s prior decision—which may be reversed and cannot
“survive[] remand in anything approaching recognizable form,” id. at
1261—from being used as potentially harmful precedent on remand.

B. EPA’s Decision Should Be Vacated As A Matter Of

Fairness Because Remand Without Vacatur Would
Not Provide The Remedy That NRDC Sought.

1. NRDC brought this petition for judicial review pursuant to its
statutory right under FIFRA § 16(b), which provides: “Upon the filing of
such petition the court shall have exclusive jurisdiction to affirm or set
aside the order complained of in whole or in part.” 7 U.S.C. § 136n(b).
This provision makes clear that the Court presently has authority to

vacate—or “set aside”—EPA’s decision denying NRDC’s cancellation

12
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petition. And the Court’s authority is not constrained by the fact that
EPA requested a voluntary remand before NRDC received the
independent adjudication of the merits that it sought. That is, although
“the Court does not actually rule on the merits” when it grants an
agency's voluntary remand motion, “the same equitable analysis for
vacatur of the rules during remand should apply.” NRDCv. U.S. Dep’t
of Interior, 275 F. Supp. 2d 1136, 1143 (C.D. Cal. 2002).6

2. Consistent with § 16(b), NRDC specifically petitioned this
Court to review “and set aside” EPA’s decision denying NRDC’s
cancellation petition. Dkt. 1-2. And NRDC’s opening brief made its
desire for vacatur perfectly clear, repeating this request no fewer than

four separate times. See NRDC Br. at 3, 8, 45, 71. EPA’s motion is

6 See also, e.g., Ctr. for Native Ecosystems v. Salazar, 795 F. Supp. 2d
1236, 1241-42 (D. Colo. 2011) (“vacation of an agency action without an
express determination on the merits is well within the bounds of
traditional equity jurisdiction”); Coal. of Ariz./N.M. Ctys. for Stable
Econ. Growth v. Salazar, No. 07-CV-00876 JEC/WPL, 2009 WL
8691098, at *3 (D.N.M. May 4, 2009) (same). Although some district
courts have concluded in the Administrative Procedure Act (“APA”)
context that they cannot vacate an agency’s decision without first
adjudicating the merits, their logic turned on factors specific to the APA
and thus, whatever force those cases may have, they do not extend to
the FIFRA § 16(b) petition at issue here. See, e.g., Carpenters Indus.
Counctl v. Salazar, 734 F. Supp. 2d 126, 135-36 (D.D.C. 2010) (noting
that the APA judicial review provision, 5 U.S.C. § 706(2), refers to the
court setting aside agency actions “found to be” unlawful).
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therefore disingenuous when it presents the half-truth that “remand is
the ultimate outcome that NRDC seeks in this litigation.” EPA Mot. at
9. Because NRDC expressly requested vacatur and remand, not just
remand, a ruling that leaves EPA’s decision in force on remand plainly
would not provide the outcome that NRDC sought.

And it would be unfair to let EPA preempt that remedy simply
because it moved for voluntary remand before the Court heard NRDC'’s
arguments on the merits. If an agency is unwilling to defend its prior
decision, then it should not also be allowed to leave that decision in
force. Such an outcome would be unfairly prejudicial to petitioners, like
NRDC here, who exercise their right to challenge an agency decision yet
are denied the opportunity to press their arguments before the Court.

3. A similar fairness principle has long governed the remedy in
the analogous situation where, for reasons outside an appellant’s
control, a civil suit becomes moot on appeal. In that situation, the
“established’” (though not exceptionless)” practice is to “vacate the
judgment below,” despite the fact that the appellate court cannot review
the merits. Camreta v. Greene, 131 S. Ct. 2020, 2035 (2011) (citing

United States v. Munsingwear, Inc., 340 U.S. 36, 39 (1950)); accord Log
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Cabin Republicans v. United States, 658 F.3d 1162, 1167-68 (9th Cir.
2011) (per curiam). “A party who seeks review of the merits of an
adverse ruling, but is frustrated by the vagaries of circumstance, ought
not in fairness be forced to acquiesce in” that decision. U.S. Bancorp
Mortg. Co. v. Bonner Mall Pship, 513 U.S. 18, 25 (1994). Vacating the
challenged decision in such situations ensures a just outcome for “those
who have been prevented from obtaining the review to which they are
entitled.” Munsingwear, 340 U.S. at 39.

There is no reason to treat an agency’s voluntary remand any
differently. In a voluntary remand, no less than a civil case mooted on
appeal, vacatur must remain the default remedy because, otherwise,
“leaving the [challenged decision] in place during remand would ignore
petitioners’ potentially meritorious challenges.” NRDC, 489 F.3d at
1262 (internal quotation marks omitted). Here, NRDC sought review of
the merits of EPA’s denial order, filed its opening brief, and requested
specifically that the decision be vacated pursuant to §16(b). But if the
Court accedes to EPA’s voluntary remand request, NRDC—for reasons
outside its control—will be precluded from obtaining judicial review of

that decision (and, possibly, from obtaining any judicial review
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whatsoever, see infra at 19). Vacatur is therefore appropriate to “strip|]
the decision below of its binding effect” and prevent EPA’s challenged
(but unreviewed) decision from “spawning any legal consequences.”
Campreta, 131 S.Ct. at 2035 (internal quotation marks omitted).

II. At The Very Least, The Court Should Impose A Deadline
For EPA To Issue A Revised Response On Remand.

1. In addition, and at a minimum, the Court should impose a
deadline on the remand to ensure that EPA promptly revises its
response to NRDC’s petition and addresses the acknowledged risks to
children’s health. Both voluntary remands and remands without
vacatur raise concerns about agency delay because neither provides an
incentive for the agency to act in a timely manner. See Toni M. Fine,
Agency Requests for “Voluntary” Remand, 28 Ariz. St. L.J. 1079, 1096
n.70 (1996) (noting that an agency may “react to a remand ordered at
its own request with less of a sense of responsibility to act quickly than
it would on remand at the court’s direction”); Kristina Daugirdas, Note,
Evaluating Remand Without Vacatur, 80 N.Y.U. L. Rev. 278, 300 (2005)
(analyzing “agencies’ disincentives to act in response” to a remand
without vacatur). And instances of multi-year delays following such

remedies have led some judges to “urge future panels to consider the
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alternatives,” like imposing deadlines on the agency during remand. In
re Core Commce’ns, Inc., 531 F.3d 849, 862 (D.C. Cir. 2008) (Griffith, J.,
concurring). Indeed, courts have imposed such deadlines accompanying
both voluntary remands? and remands without vacatur.8

2. Imposing a deadline is particularly important in this case,
given the acknowledged health risks to children and EPA’s history of
delay in these and similar FIFRA proceedings. As explained above,
EPA waited five and a half years—and only after NRDC resorted to
seeking mandamus—before even responding to NRDC’'s administrative
petition. And the lengthy delay in this case was not an isolated
incident. After eight years of broken promises by the agency, this Court
recently granted NRDC’s mandamus petition—and imposed a deadline

on EPA—in a similar FIFRA proceeding regarding another

7 See Fine, 28 Ariz. St. L.J. at 1087, 1126-30; see also, e.g., Greater
Yellowstone Coal. v. EPA, No. 4:12-CV-60-BLW, 2013 WL 1760286, at
*3 (D. Idaho Apr. 24, 2013) (requiring EPA to act within 90 days and
“maintain[ing] jurisdiction to ensure a timely remand process”); NRDC,
275 F. Supp. 2d at 1141-43 (ordering the agency to complete its
remanded proceedings within ten months, and retaining jurisdiction).

8 See Daugirdas, 80 N.Y.U. L. Rev. at 301-05; see also, e.g., Nat’l Ass’n of
Regulatory Util. Comm’rs v. DOE, 680 F.3d 819, 826 (D.C. Cir. 2012)
(ordering agency to “respond to the remand within six months” and
retaining jurisdiction); A.L. Pharma, Inc. v. Shalala, 62 F.3d 1484, 1492
(D.C. Cir. 1995) (ordering the rule “vacated automatically” absent
adequate justification from the agency within 90 days).

17
APP144

ED_002962_00005105-00189



Lol OF <00
Case: 19-71324, 05/29/2019, 1D: 11311338, Dkikntry: 1-3, Page 148 of 419

Case: 15-70025, 02/25/2016, 1D: 9878169, DKIEntry: 27, Page 19 of 23

organophosphate pesticide, chlorpyrifos. See In re Pesticide Action
Network N. Am. (‘PANNA”), 798 F.3d 809 (9th Cir. 2015).

As in that case, EPA’s request for an open-ended remand here
does not provide a “‘concrete timeline’ for resolving [NRDC’s] petition,”
but rather merely “a roadmap for further delay.” Id. at 814. EPA
asserts in its present motion that it “intends to conclude reconsideration
of NRDC’s petition within a reasonable period of time,” EPA Mot. at 10
(emphasis added), but it nowhere commits to doing so—nor does it even
provide an estimate for how long that may be. EPA’s present intentions
provide little comfort given the agency’s “significant history of missing
the deadlines it has set.” PANNA, 798 F.3d at 814. And they carry
even less weight in this, an election year, as they do not account for a
potential change in administration: Absent vacatur or a deadline
imposed by this Court, EPA under a new administrator might assert
that it lacks a legal obligation even to issue a revised response to
NRDC’s petition, much less to issue one in a timely manner.

3. Accordingly, this Court should—at a minimum—order that
EPA issue a revised response to NRDC’s cancellation petition by the

end of 2016, and the Court should retain jurisdiction to enforce that
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deadline. This deadline would give the agency more than six months to
finalize its risk assessment after the public comment period closes on its
current draft®, and then another 90 days to issue its revised response to
NRDC’s petition (as is EPA’s current intention, see EPA Mot. at 10).

EPA apparently opposes a court-ordered deadline and suggests
that NRDC should instead request the extraordinary relief of
mandamus to address any delay that results on remand. See id. at 9
n.8. But unless this Court vacates EPA’s earlier decision or orders the
agency to issue a revised response, it is not even clear that NRDC would
have a basis on which to seek mandamus, since EPA may later disclaim
any legal obligation to act. Granting EPA’s request for an open-ended
remand could therefore deprive NRDC—and this Court—of any
opportunity for judicial review altogether. Moreover, courts have relied
on an agency's “disposition to delay”’ as a reason to impose a deadline

and retain jurisdiction on remand “so that any further review would be

9 EPA maintains that it cannot yet determine how long it will take to
finalize its risk assessment, but promises it will be able to provide such
an estimate “within 45 days of the close of the comment period” on the
present draft. KPA Mot. at 10. Thus, if the Court is reluctant to impose
a deadline on EPA before giving the agency an opportunity to provide
that estimate, it should hold this case in abeyance and order EPA to
provide a status report 45 days after the comment period closes, so that
the Court may impose an appropriate deadline at that time.
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expedited.” Nat’l Ass’n of Regulatory Util. Comm’rs v. DOE, 680 F.3d
819, 820, 826 (D.C. Cir. 2012). And EPA’s sluggish disposition has
already forced NRDC to resort to mandamus once in this case and twice
in the chlorpyrifos litigation. See PANNA, 798 F.3d at 812.

Given this history, and the way this appeal has proceeded, it
should therefore be EPA’s burden to request a deadline extension and
justify any further delays that occur on remand—rather than NRDC’s
burden to justify the extraordinary remedy of mandamus. After all,
because EPA is the party that is no longer willing to defend its prior
decision, it should bear the burden of explaining why that decision
should remain in force—and these dangerous products should remain

on the shelves, and in children’s homes—any longer than necessary.

CONCLUSION

For the foregoing reasons, the Court should vacate EPA’s denial
order before remanding. In addition, and at a minimum, the Court
should impose a deadline for EPA to issue a revised response to NRDC'’s

administrative petition on remand.

Dated: February 25, 2016 Respectfully submitted,
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No. 15-70025

UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

NATURAL RESOURCES DEFENSE COUNCIL, INC.,
Petitioner,
V.
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY,

Respondent.

REPLY IN SUPPORT OF RESPONDENT’S
RENEWED MOTION FOR VOLUNTARY REMAND AND
OPPOSITION TO PETITIONER’S MOTION FOR VACATUR

Petitioner Natural Resources Defense Council (“NRDC”) does not oppose
Respondent United States Environmental Protection Agency’s (“EPA” or
“Agency”) Renewed Motion for Voluntary Remand. See NRDC’s Resp. to
Renewed Mot. for Voluntary Remand & Request for Vacatur at 1 (Feb. 25, 2016)
[Dkt. 27] (hereinafter “NRDC Mot.”). Thus, the parties are in agreement that this
Court should remand EPA’s decision concerning NRDC’s administrative petition
to cancel the registered pet uses of the pesticide tetrachlorvinphos (“Response to
the Cancellation Petition”). Remand is the most efficient and logical way for this
case to proceed. It will save this Court’s time and resources and enable the
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Agency to focus on completing its new risk assessment for tetrachlorvinphos and
on reevaluating its decision in view of that new risk assessment, which could moot
or significantly narrow the issues raised by NRDC in this litigation.

NRDC’s Motion for Vacatur should be denied, however. EPA’s Response
to the Cancellation Petition was a reasonable exercise of the Agency’s technical
expertise based on the record available at the time. EPA confesses no error in that
decision. EPA is committed to assessing the impact of new scientific
developments on its prior decision and, in the interests of saving judicial and
agency resources, moved for remand before the completion of briefing in this case.
It would be premature and prejudicial to EPA for this Court effectively to rule on
the merits of NRDC’s petition for review without full briefing. Moreover,
vacating the decision during the remand proceedings will not benefit the public,
because tetrachlorvinphos pet products can continue to be legally sold. Finally,
NRDC would not be prejudiced by remand without vacatur. Thus, vacatur 1s not
justified in this case.

In the event that this Court wishes to retain jurisdiction pending further
administrative developments, EPA requests in the alternative that this case be held
in abeyance while the Agency evaluates public comments received on the draft risk
assessment for tetrachlorvinphos and that the Court consider EPA’s and NRDC’s

Motions after that process is complete.
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ARGUMENT
L This Court Should Remand EPA’s Decision Without Vacatur.

A.  Granting Vacatur Would Be Premature.

It would be premature for this Court to vacate EPA’s Response to the
Cancellation Petition because the parties have not completed briefing and all
relevant excerpts of the Agency’s administrative record are not before the Court.
The very standard this Court uses to evaluate vacatur—balancing the seriousness
of deficiencies in the administrative action against the disruptive consequences of
immediate vacatur—presupposes that the Court finds the agency action to be
deficient. See, e.g., Cal. Cmtys. Against Toxics v. EPA, 688 F.3d 989, 992 (9th Cir.
2012) (“Whether agency action should be vacated depends on how serious the
agency’s errors are ‘and the disruptive consequences of an interim change that may

239

itself be changed.””) (citation omitted). Because this Court does not have all of the
information necessary to make a determination on the merits of EPA’s Response to
the Cancellation Petition—nor should it consume unnecessary resources making

such a determination, for all of the reasons stated in EPA’s Renewed Motion for

Voluntary Remand—vacatur would not be appropriate.!

UNRDC claims that EPA’s shift in scientific understanding automatically renders
the Agency’s prior decision deficient. £.g., NRDC Mot. at 10. Until EPA

finalizes the new risk assessment for tetrachlorvinphos and completes its
(footnote continued...)
3
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Where voluntary remand is sought before full briefing, courts have declined
to vacate agency actions. See, e.g., Ctr. for Food Safety v. EPA, No. 14-73359,
Dkt. 128, Order (9th Cir. Jan. 25, 2016) (“Enlist Duo Order”); Am. Forest Res.
Council v. Ashe, 946 F. Supp. 2d 1, 42 (D.D.C. 2013) (granting agency’s motion
for voluntary remand but declining to vacate decision because “it would be
premature to decide the merits” before full briefing and filing of administrative
record, especially when agency did not request vacatur), aff'd, 601 Fed. Appx. 1
(D.C. Cir. 2015); Nat'l Parks Conservation Ass 'nv. Salazar, 660 F. Supp. 2d 3, 4
(D.D.C. 2009) (declining to vacate rule and distinguishing cases vacating agency
actions on the grounds that the courts first decided the actions were unlawful on
the merits).

NRDC dismisses this Court’s order in Center for Food Safety as
“unreasoned,” NRDC Mot. at 9 n.3, but it is noteworthy (even if not precedential)

that the Court declined to vacate the registration for the pesticide product Enlist

reconsideration of NRDC’s petition for cancellation, no one can predict what the
ultimate outcome of reconsideration will be. Even if this Court were to agree with
NRDC, vacatur would still not be required. See, e.g., Pacific Bell v. Pac-West
Telecomm, Inc., 325 F.3d 1114, 1122-23 (9th Cir. 2003) (holding that agency
actions can remain in place pending completion of remand even after being found
arbitrary and capricious); Cal. Cmtys. Against Toxics, 688 F.3d at 992 (“A flawed
rule need not be vacated.”); A.L. Pharma, Inc. v. Shalala, 62 F.3d 1484, 1492
(D.C. Cir. 1995) (holding that a court has discretion to remand agency decision
without vacatur where the court believes the agency could sufficiently explain the
decision on remand).
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Duo even after EPA had requested vacatur. See Enlist Duo Order at 2. This Court
concluded that the issue could be addressed administratively, stating that “[t]he
motion for voluntary vacatur of the registration of Enlist Duo is denied without
prejudice to the rights of either party to litigate that question before the agency.”
Id. As in this case, briefing was not completed in Center for Food Safety when the
Court remanded the pesticide registration without vacatur. Moreover, EPA
opposes vacatur here.
Although NRDC cites three district court cases for the proposition that this

Court may entertain vacatur even though briefing is not yet complete, none of
those cases actually resulted in vacatur of the challenged agency action. See
NRDC Mot. at 13 & n.6 (citing NRDC v. U.S. Dep’t of Interior, 275 F. Supp. 2d
1136 (C.D. Cal. 2002); Ctr. for Native Ecosystems v. Salazar, 795 F. Supp. 2d
1236 (D. Colo. 2011); Coal. of Ariz./N.M. Ctys. for Stable Econ. Growth v.
Salazar, No. 07-cv-00876 JEC/WPL, 2009 WL 8691098, at *3 (D.N.M. May 4,
2009)). Moreover, NRDC cites no precedent where this Court vacated agency
action at this stage of the proceedings, let alone over the agency’s objections.

Thus, this Court need not—and should not—prematurely decide the legality

of EPA’s Response to the Cancellation Petition based on a single brief and limited
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excerpts of the record.? To do so would only undermine one of the key goals of
remand—saving judicial time and resources.

B. The Balance of Equities Weighs Against Vacatur.

Even if this Court were inclined to consider NRDC’s arguments for vacatur
at this time, on balance, the equities weigh against vacatur. See Idaho Farm
Bureau Fed'nv. Babbitt, 58 F.3d 1392, 1405-06 (9th Cir. 1995) (weighing the
equities of vacating agency action) (citation omitted).

1. Vacatur Would Unduly Prejudice EPA Because Agencies
Can Reconsider Their Decisions Without Confessing Error.

First, vacating a decision that EPA wants to reconsider in light of evolving
science—and not because it was unsupported at the time—would be unduly
prejudicial to EPA and would depart from well-established precedent that an
administrative agency has the inherent authority to reconsider its decisions without
confessing error. See SKF USA Inc. v. United States, 254 F.3d 1022, 1029 (Fed.
Cir. 2001). EPA confesses no error here. The November 6, 2014 Response to the
Cancellation Petition was a reasonable exercise of EPA’s technical expertise and

supported by a risk assessment conducted solely in response to NRDC’s petition.

2 EPA also cautions that some of the materials cited in NRDC’s opening brief may
not even be part of the administrative record. See NRDC’s Br., Table of Auths.
vii-viii [Dkt. 16] (including 18 “Other Authorities” that are not listed on the
Agency’s Certified Index to the Administrative Record [Dkt. 6]).

6
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See EPA’s Renewed Mot. for Voluntary Remand 4 (Feb. 11, 2016) [Dkt. 26]
(hereinafter “EPA Renewed Mot.”). Thus, contrary to NRDC’s insinuation, EPA
1s not “unwilling to defend its prior decision.” See NRDC Mot. at 14. Rather,
proceeding with full merits briefing and argument 1s simply no longer the most
logical or efficient use of this Court’s or the Agency’s time.

EPA i1s seeking remand because of a recent shift in scientific thinking
concerning tetrachlorvinphos and other organophosphate pesticides. See EPA
Renewed Mot. at 4-6. The Agency’s scientific understanding and proceedings on
remand will be informed by public comments received on the December 2015
Draft Human Health Risk Assessment for Tetrachlorvinphos (“Draft Risk
Assessment”). See 81 Fed. Reg. 3128 (Jan. 20, 2016)). And the new risk
assessment for tetrachlorvinphos is being conducted as part of the independent
registration review process required by the statute governing pesticides, the Federal
Insecticide, Fungicide, and Rodenticide Act (“FIFRA”). EPA Renewed Mot. at 3-
4,

Vacating EPA’s prior decision 1n this case could deter agencies from
voluntarily reconsidering their actions under these or other circumstances. See
SKF USA Inc., 254 F.3d at 1028-30 (discussing many reasons why an agency
could seek to voluntarily reconsider its decision, such as to consider new

information or simply to reconsider the decision’s “correctness™).
7
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2. NRDC Will Not Be Prejudiced if EPA’s Decision Remains
Intact During Remand Proceedings.

NRDC will not be unduly prejudiced i1f this Court denies its Motion for
Vacatur. At the end of reconsideration, EPA will 1ssue a new response to NRDC’s
petition for cancellation. Whether that response will be a grant, denial, or partial
grant and partial denial of the petition based on application of the new risk
assessment for tetrachlorvinphos is speculative at this time. But regardless of the
outcome, NRDC will be in the same position at that time whether or not this Court
has vacated EPA’s prior decision following full briefing and a merits
determination.

NRDC claims that it would not be “fair” to deprive NRDC of vacatur when
that 1s a remedy it seeks. NRDC Mot. at 12-14. The fact that NRDC requested
vacatur 1s not a justification for vacatur. Under this strained logic, EPA’s
opposition to vacatur would weigh against vacatur, effectively canceling out
NRDC’s request anyway. NRDC’s attempt to equate voluntary agency remand
with this Court vacating a district court’s judgment if the case becomes moot on
appeal is also unpersuasive. See id. at 14. Federal courts are bound by the
Constitution to evaluate whether they have jurisdiction over active cases or
controversies before deciding cases on the merits. F.g., Maldonado v. Lynch, 786

F.3d 1155, 1160 (9th Cir. 2015) (“When there are developments in a proceeding
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that suggest that it may be moot, we have an obligation to inquire whether a case or
controversy under Article III of the Constitution continues to exist.””) (citations
omitted). No such limitation is placed on this Court’s discretion to leave an agency
action intact when the agency seeks voluntarily remand without vacatur.

Lastly, NRDC’s assertion that it could be prejudiced if the Response to the
Cancellation Petition is not vacated before a change in administration is unjustified
and purely speculative. See NRDC Mot. at 18 (“Absent vacatur . . . , EPA under a
new administration might assert that it lacks a legal obligation even to issue a
revised response to NRDC’s petition, much less to issue one in a timely manner.”).
NRDC cites no authority in which a court vacated agency action on such a
speculative basis. And, as noted above, vacating EPA’s decision would not
guarantee any particular outcome at the end of the remand proceedings because
EPA must still evaluate NRDC’s petition in light of the new risk assessment for
tetrachlorvinphos.

3. Leaving EPA’s Decision Intact During Remand Would Not
Harm Human Health or the Environment.

Leaving EPA’s prior decision intact during remand would cause no harm to
human health or the environment. See A.L. Pharma, Inc. v. Shalala, 62 F.3d 1484,
1492 (D.C. Cir. 1995) (holding that remand without vacatur is appropriate where

no significant harm would result from allowing the decision to remain in effect);
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Fox Television Stations, Inc. v. FCC, 280 F.3d 1027, 1048-49 (D.C. Cir. 2002)
(noting that vacatur 1s not “necessarily indicated” even if “disruptive consequences
of vacatur might not be great”), modified on other grounds, 293 F.3d 537 (D.C.
Cir. 2002). See also Nat'l Wildlife Fed’nv. Espy, 45 F.3d 1337, 1343 (Sth Cir.
1995) (noting that courts “must weigh ‘the competing claims of injury . . . and the
effect on each party of the granting or withholding of the requested relief.””)
(quoting Amoco Prod. Co. v. Vil